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FOREWORD 


Volume I, Number 1, of this quarterly presented a symposium on “The Protection 
of the Consumer of Food and Drugs.” The organization of that symposium was 
commenced many months before revision of the 1906 Food and Drugs Act was pro- 
posed, but, when a bill to that end was introduced in June, 1933, provision was made 
for its consideration in the symposium. In June, 1938, after five years of contention 
in Congress, a new law, based on the original bill but differing from it in many 
respects, was enacted, and in the same session of Congress, important amendments 
relating to food, drug and cosmetic advertising were added to the Federal Trade 
Commission Act. The consequence of this legislation has been to change very 
materially the situation depicted in the first symposium, although much that is con- 
tained therein throws light on the problems which will be encountered under the 
new laws. It has therefore seemed appropriate to devote this issue to a second sym- 
posium on the subject of the protection of the consumer—of cosmetics as well as food 
and drugs. 

Whereas in the first symposium consideration was directed to a number of sources 
of consumer protection other than federal law, the broadened scope of the new federal 
legislation and the complexity of its provisions have made it imperative to focus atten- 
tion upon these statutes at the cost of a more comprehensive approach to the under- 
lying problem. However, two articles transcend this limitation. Mr. Saul Nelson’s 
discussion of the Representation of the Consumer Interest in the Federal Govern- 
ment develops a basic problem in the organization of the various consumer-protective 
agencies which should not be obscured by the intensive consideration of any one. Mr. 
Ole Salthe’s article on State Food, Drug, and Cosmetic Legislation and its Adminis- 
tration anticipates the readjustments which change in the federal law should call 
forth in the states. 

A word of explanation should be added as to the scope of the first article in the 
symposium. It combines a legislative history of the Food, Drug, and Cosmetic Act 
with an examination of the provisions of the Act defining adulteration and misbrand- 
ing. Those readers having no special interest in the former topic may turn directly 
to page 22 where the discussion of the substantive provisions of the new law begins. 


D. F.C. 








THE FOOD, DRUG, AND COSMETIC ACT OF 10938: 
ITS LEGISLATIVE HISTORY AND ITS 
SUBSTANTIVE PROVISIONS 


Davw F, Cavers* 


The struggle for the enactment of the Food, Drug, and Cosmetic Act of 1938* 
may aptly be termed a campaign of attrition. Five years and one day elapsed between 
the date in 1933 on which Senator Royal S. Copeland of New York introduced what 
soon was to be christened the “Tugwell Bill”? and the date in 1938 on which the final 
legislative step was taken for the enactment of its lineal descendant. Throughout 
those five years, there was seldom reason to doubt that some new law would be 
passed. What the handful of proponents of the measure, in Congress and out, fought 
for so persistently was to prevent the passage of a law stripped of those provisions 
which they regarded as essential to consumer protection. 

Defeat and disappointment were often their lot, but when one examines the 
enacted law in the light of the circumstances which attended their effort, it is the 
degree of success achieved by this group rather than the number of their failures 
which is the more impressive. As one who for a time shared in their labors, I am, of 
course, a biased judge, but in this article I have sought to set forth the facts and 
beliefs upon which I base that judgment. In the sections which follow, I shall attempt 
first to survey the chief factors, political and economic, which determined the nature 
of the legislative campaign, then to sketch in broad outline its major moves and the 
few pitched battles which were fought,** and finally to present briefly the substantive 

* B.S. in Econ., 1923, University of Pennsylvania; LL.B., 1926, Harvard University. Member of the 


New York Bar. Professor, Duke University School of Law. Editor, Law anp ConTEMPORARY PROBLEMS. 
Adviser to the Department of Agriculture with regard to food and drug legislation, 1933-1934. Con- 
tributor to legal periodicals. 

? Act of June 25, 1938, c. 675, 52 Stat. 1040, 21 U. S.C. A. c. 9 (Supp. 1938). (The text of the Act 
appears in the 1938 Supplement to the United States Code Annotated, but, in citations to Code sections, 
reference to this supplement will hereinafter be omitted.) 

*S. 1944, 73d Cong., 1st Sess., introduced on June 12, 1933. 

* The House agreed to the report of the Conference Committee on June 13, 1938. 83 Conc. REc. 9101. 
The Senate having previously agreed to the report, id. at 8738, the bill was sent to the President who signed 
it on June 25, 1938. 

* An invaluable reference work for the student of the Act’s legislative history is Dunn, FepERat Foon, 
Druc, anp Cosmetic Act (1938), a compilation of the materials comprising the legislative record, except- 
ing the hearings from which only a few extracts are given. For a narrative of the bill’s progress up to the 
fall of 1935, see Lams, AMERICAN CHAMBER OF Horrors (1936) c. 11. Miss Lamb, who is on the staff 
of the F & DA, devoted the greater portion of her book to an illuminating discussion of the problems 
encountered by the F & DA in the enforcement of the old Act. 
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provisions of the new law, indicating wherein they differ from those contained in the 
old law and in the original bill introduced in 1933 and its successors.* Since merely 
to state the textual differences in the provisions discussed in this last section of the 
article would not suffice to reveal to the uninitiated the significance of the changes 
made, I have been compelled to attempt some interpretation and appraisal of the 
provisions considered. 


I 


Perhaps the most striking characteristic of the history of the Food, Drug, and 
Cosmetic Act is the fact that this measure, which was of consequence to the health 
and pocketbook of every citizen of the country and which importantly affected indus- 
tries whose annual product totals roughly ten billion dollars, never became the object 
of widespread public attention, much less of informed public interest. The affected 
industries were kept posted by their associations and their journals; some national 
women’s organizations sought to apprise their membership of major developments; 
but the public at large, including persons ordinarily well-informed on national affairs, 
knew little or nothing of what was transpiring in Congress. I suspect that today only 
a small fraction of the public knows that a new law has been enacted.5 

For the existence of this situation, the nation’s press must stand primarily ac- 
countable. In the long history of the bill, the New York Times seems to have seen 
fit to give it front-page mention on but a single occasion and then only to report a 
disturbance in the Senate galleries. The Times’ policy was not exceptional.’ Mag- 
azines of large circulation were silent or unfriendly, an attitude contrasting sharply 
with their militant advocacy of the Act of 1906.8 That this policy was due in no small 
degree to the fact that the measure was widely represented as menacing to advertising 
revenues seems inescapable. However, some share of responsibility must be attributed 
to President Roosevelt’s disinclination to give the measure a prominent place on his 
program.® Had the bill been accorded, at any stage in its progress, a major fraction 

“For a detailed comparison of the original bill with the old Act and the decisions thereunder, see 


Fisher, The Proposed Food and Drugs Act: A Legal Critique (1933) 1 Law anp ConTEMPoRARY PRos- 
LEMS 74. 

5 At the time of writing, five months after the passage of the Act, the Food and Drug Administration 
was receiving letters from consumer organizations in various parts of the country inquiring as to the 
status of the bill. 

* This statement is based on the entries in the New York Times Index under the heading, “Food and 
Drugs.” The day on which a first-page story appeared was April 3, 1935, the day following the opening 
of the Senate debate in that year. President Roosevelt's special message of March 22, 1935, advocating 
the enactment of adequate legislation appeared on the second page. 

7 The only newspapers of consequence to give consistent support to the measure were the St. Louis 
Post-Dispatch, the Christian Science Monitor, and Wm. Allen White’s Emporia Gazette. 

®For a brief description of the important role played by magazines at that time, see Regier, The 
Struggle for Federal Food and Drugs Legislation (1933) 1 Law anp CoNTEMPORARY PROBLEMS 3, 7-9. 

® President Roosevelt approved the initiation of the movement for new legislation, sent one message to 
Congress on its behalf (see p. 12, infra), and from time to time manifested to Congressional leaders his 
desire to see a satisfactory law enacted. Why he did not press more vigorously for the measure is an 
interesting field for speculation. Obviously he regarded other legislation as more important and evidently 
thought its chances of enactment jeopardized by giving equal standing to a bill against which such bitter 
hostility had been aroused. Moreover, the bill could not easily be classified as a “recovery” measure nor 
were the practices against which it was directed peculiarly the product of the pre-depression period. 
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of the support granted any one of a dozen New Deal laws, no news boycott could 
have been maintained against it. 

Yet under no circumstances would the legislative task have been an easy one. As 
is noted elsewhere in this symposium, the consumer interest is “difficult to organize 
for its own protection.”?° Moreover, opposition to the food and drug bill was poten- 
tially more formidable than that which could be mustered against most New Deal 
legislation. Not only are the affected industries huge in size but they are decentral- 
ized. Although there are some corporate giants in each of the three producing 
industries, typically the industries are composed of units of moderate and small size, 
so well distributed throughout the country that each Representative has at least some 
affected interest in his district. Moreover, wholesale and retail distributing outlets 
are legion and, in the case of the drug trade especially, are, on this issue, closely 
linked to the manufacturers.’?_ Again, the incidence of a food and drug law falls 
upon important agricultural as well as manufacturing interests. Finally, the measure 
was of consequence to all newspaper publishers, large and small, and to most pub- 
lishers of other types of periodicals. There was no opportunity therefore to secure 
support from regions of the country which would not feel the effects of regulation, 
nor to align rural against urban interests, or vice versa. 

Within the industries themselves there was some division of interest, but the 
benefits to be derived from stricter regulation by those branches of the industries 
most likely to profit by the enforcement of higher standards were not so consequential 
as to outweigh their fears of burdens which additional regulation of the sort proposed 
might impose. A considerably milder measure would doubtless have received support 
from important segments of the trades. 

What withheld the opposition from exerting to the full the power that was theirs 
was chiefly, in my opinion, the fear that the victory would be a Pyrrhic one. The suc- 
cess of most of the units in the industries rests not so much on merits peculiar to 
their particular products but on consumer good will assiduously cultivated for those 
products by years of costly advertising. Good will is a sensitive plant. A legislative 
victory might leave the consumer convinced that the industries could not afford to 
permit further regulation. Moreover, no such victory could be a decisive one. In- 
evitably there would be another campaign, and every such campaign would levy its 
tolls, both by creating business uncertainty and by alienating a still greater number 
of consumers.” 

The tactic of the opposition was therefore clear. Some bill would have to be 
enacted, and the problem was to restrict the measure narrowly enough to avoid the 
risk of embarrassing changes in merchandising and industrial practices while at the 


“Nelson, Representation of the Consumer Interest in the Federal Government, infra, at p. 152. 

"= The Drug Institute of America was represented by counsel at two hearings on the bill. It was an 
association of “40,000 members, approximately 37,000 being retail druggists; the balance being manufac- 
turers and wholesale druggists.” Testimony of H. M. Bingham, Hearings before the Senate Committee on 
Commerce on S. 2800, 73d Cong., 2d Sess. (1934) 216 (hereinafter cited as “Hearings on S. 2800"). 

2 Cf. Cavers, The Food Industries Need a Good Public Relations Counsel (1933) 5 Foop INpusTRIES 


489. 
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same time establishing in the public mind the belief that an acceptable law had been 
adopted. Judgment as to the provisions of a law which would meet these specifica- 
tions varied with the type of product and with the standards of the producer.’® Espe- 
cially was this true of the provisions defining adulteration and misbranding. The 
maker of antiseptics had apprehensions which differed from those which disquieted 
the producer of pain-killers; the Florida orange grower’s worries had only a common 
concern in coal-tar coloring to link them to those of the hair-dye manufacturer. 
Trade association activities and that form of cooperative effort known as log-rolling 
brought some degree of coherence to the ranks of the opposition with respect to the 
substantive provisions of the various bills, but it was far easier to achieve a united 
front on the procedural, administrative and, to a lesser extent, advertising provisions, 
the incidence of which was much more general. 

In view of the foregoing, it is not surprising that the legislative history of the 
Food, Drug, and Cosmetic Act is a record chiefly of committee action. The bills 
seldom emerged on the floor of either house and then only for brief periods. The 
forum was not the Capitol but the House and Senate Office Buildings. 


II 


To Rexford G. Tugwell, then Assistant Secretary of Agriculture,’* must be given 
credit for initiating the movement for revision of the Act of 1906. That act had been 
amended in but five particulars’® since its adoption, and one of those amendments 
had served only to restore in part the damage wrought by an unfortunate Supreme 
Court decision.1® Criticism of the Act, emanating both from the Food and Drug 
Administration (hereinafter termed the “F & DA”) and from students of the field, 
had been ignored by successive national administrations. The public was unaware of 
the limited character of the protection accorded them. It was not until the success in 
1927 of “Your Money’s Worth” by Stuart Chase and Fred Schlink, the creation of 


* This fact makes for some unfairness when the opposition is treated as a unit, yet such treatment is 
inescapable in any brief account of the Act’s history. I therefore wish to record my appreciation of the fact 
that many of the questions at issue were ones on which equally public-spirited citizens might reasonably 
differ. Yet often the opposition’s attitude even on such issues seemed governed chiefly by fear that the 
provisions in question would be maladministered, a fear ascribable to what can best be described as a severe 
attack of jitters into which the shock of a number of New Deal measures had plunged the affected trades. 
In the case of food and drug legislation, this was accentuated by the prevalent tendency to regard Mr. Tug- 
well as a bogey man. 

Mr. Tugwell became Under Secretary of Agriculture in 1934. He resigned in 1937. 

In 1912 the Sherley Amendment, 37 Stat. 416, 21 U. S. C. §10, “Drugs,” par. 3, was enacted to 
define as misbranded drugs labeled with a “false and fraudulent” statement regarding their therapeutic 
effect. In 1913, a reference to the “Secretary of Commerce and Labor” was amended by the deletion of 
“and Labor,” 37 Stat. 736. In the same year, the “Net Weight” Amendment, 37 Stat. 732 (1913), 21 
U. S. C. §10, “Foods,” par. 3, revised the terms of the original provision requiring disclosure of quantity 
of packaged foods. This requirement was later expanded by a clause rendering it applicable to wrapped 
meats, 41 STAT. 271 (1919). In 1930, the McNary-Mapes Amendment authorized the Secretary of Agri- 
culture to establish by regulation one standard of quality and of fill of.container for any canned food and 
to prescribe a form of label statement for sub-standard foods, 46 Stat. 1019 (1930), 21 U. S. C. §10 
“Foods,” par. 5. 

** The Sherley Amendment was necessitated by U. S. v. Johnson, 211 U. S. 488 (1911), holding that 
the original misbranding provision did not cover therapeutic claims. 
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Consumers Research under the latter shortly thereafter, and especially publication of 
the best-selling “z00,000,000 Guinea Pigs” by Kallet and Schlink in 1933 that an 
appreciation of the deficiencies of the existing law and the advantages taken of them 
by elements in the industries became at all general. 

Mr. Tugwell was acquainted not only with these works but with their authors. 
When he came into the Department of Agriculture, he sounded out the Chief of the 
F & DA, Walter G. Campbell, as to the adequacy of the existing law, and obtained 
confirmation of weaknesses alleged by its critics. His next step was to secure Pres- 
idential sanction for the revision of the Act. This was granted, and he then under- 
took to organize a group to draft a measure designed to correct the defects in the 
existing law. 


The Drafting of the Original Bill 


This group was comprised principally of officials of the F & DA and members of 
the staff of the Solicitor’s Office of the Department of Agriculture,17 but to assure the 
presentation of other points of view and to aid in technical problems in drafting, there 
were added Milton Handler of the Columbia University Law School faculty,1® Fred- 
erick P. Lee, formerly legislative counsel to the Senate,’® and the writer of this 
article.?° 

This group began its work late in March, 1933, and continued until shortly before 
the close of the hundred days’ special session.*1 Mr. Tugwell took no part in the 
actual drafting process; he was apprised of its progress and consulted on major prob- 
lems of policy, but his role was distinctly that of sponsor rather than author of the 
measure which later was tagged with his name. 

The committee was charged with the task of revising the existing law within 
the administrative framework created for that law, not to revise that framework, 
even though it were thought insufficient to provide complete protection for the con- 
sumer. The F & DA has been, by and large, a policing organization, acting after the 
event to detect violations of the law. The prosecution of violations in the federal 
courts is vested in the Department of Justice. The establishment of, for example, a 

* Although F & DA officials who were specialists in specific fields were consulted from time to time, 
those who took most active part in the drafting work were W. G. Campbell, Chief, P. B. Dunbar, Ass’t 
Chief, and C. W. Crawford, Chief of Interstate Supervision, together with the following members of the 
Solicitor’s Office of Department of Agriculture who had been engaged exclusively in food and drug work, 
P. M. Cronin, J. B. O’Donnell, and J. F. Moore. 

* Professor Handler had devoted extensive study to trade regulation problems. See the identifying note 
appended to his name, infra, p. 91. 

7° Mr. Lee was then both a practicing attorney in Washington and also professor of law in Georgetown 
University School of Law. See the identifying note appended to his name, infra, p. 70. 

* Although I had devoted some study to problems of administrative law and of governmental regula- 
tion of industry, my contact with food and drug legislation dated only from 1932 when I had begun the 
organization of the symposium on “The Protection of the Consumer of Food and Drugs” published in 
1933 as the first issue of this quarterly. 


* The advisers outside the Department were not able to serve continuously throughout this period, but 
one or more shared in the drafting of all portions of the bill. 
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system of licensing controls, vested in an administration with broad quasi-judicial 
and quasi-legislative powers, would, if feasible, greatly augment consumer protection. 
Yet the legislative experience of the bill as drawn clearly demonstrates that a more 
ambitious undertaking would not have been politically practicable. Moreover, it is 
questionable that the administrative and scientific problems inherent in any compre- 
hensive licensing system in this field are as yet susceptible of solution. 

Early in the drafting process it became evident that the inclusion of the provisions 
for which experience in the enforcement in the old Act had demonstrated the need 
could not possibly be effected merely by amendments to that act. The drafting of 
a new act was essential. The source of suggestions what that act should contain was 
primarily the F & DA and not its advisers, although each made some contributions.”? 

Need was felt in the course of the drafting work to obtain the views of repre- 
sentatives of the affected industries,?* but the manner of eliciting their advice pre- 
sented a difficult problem. Each of these industries is comprised of many branches 
whose interests and views on questions of legislative policy are far from identical. 
Consultation with representatives of each of these branches was simply not feasible 
if a bill were to be introduced before the close of the special session, an objective 
thought important, though enactment at that session was not expected. Moreover, 
the drafting group was compelled by reason of the intricacy of its task to proceed 
slowly. Submission to the industries of proposals in piecemeal form would have 
prevented their adequate appraisal. In this dilemma, it was decided that the best 
procedure would be to call meetings of representatives of the affected trades and, 
instead of submitting partial drafts to them, merely to seek the expression of their 
opinions whether and how the Act might be properly revised. 

In accordance with this plan a conference with drug trade representatives was held 
on April 27, 1933, and one with food trade representatives the day following. These 
conferences, while making clear the prevalence of opinion that the Act was in need 
of revision and proving productive of some suggestions of value, on the whole were 
unsatisfactory. Considerable disappointment was manifested by those present that 
no provisions were submitted for consideration. Viewed in retrospect it seems prob- 
able that the progress of the legislation would have been facilitated if no attempt 
had been made to introduce a bill in the special session and, instead, the draft had 
been made available upon its completion to industrial and consumer groups to obtain 
their reactions and suggestions. Some of the revisions which were later forced by 
industry opposition could have been made before the beginning of the regular session 
in January, 1934. The course followed served to arouse suspicion and hostility which 
thereafter could never be completely allayed. Opposition there inevitably would have 
been, but it is doubtful that, if the other procedure had been followed, this opposition 
would have gained the impetus that it did. 


= The notion was later disseminated widely that the bill was the product of inexperienced pedagogues. 
On occasion it was intimated that they were in receipt of suggestions from the Comintern. 

* Questionnaires were sent to state food and drug officials and to interested private organizations and 
individuals to secure their suggestions. 
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Consideration by the 73d Congress, 1933-1934 

The completed draft was first submitted to the chairmen of the Committees on 
Agriculture in both House and Senate.** When they declared their inability to con- 
sider it, the draft was submitted to Senator Copeland of New York, a member, 
and later chairman, of the Commerce Committee of the Senate, who had previously 
manifested interest in some matters affecting the F & DA. Senator Copeland was not 
only a physician but had once been the Health Commissioner of New York City. 
He introduced the measure without change and, as he later confessed,?®> without 
having completely read it. The special session however was rapidly drawing to a 
close. The bill, bearing the number S. 1944,? was referred to the Committee on 
Commerce and a sub-committee consisting of Senator Copeland, chairman, and 
Senators McNary and Caraway, was appointed to consider it. 

S. 1944 received a far from cordial welcome from the industries. However, the 
attention of the food industries for a time was distracted from it by the activities of 
the NRA and AAA which were rapidly accelerating during the summer and fall of 
33. The drug industry, upon which the impact of the measure was much more 
severe, was promptly informed of its iniquity. A swelling tide of protest rose in the 
periodicals and meetings of the trade. The public, however, had little opportunity to 
learn of the existence of the measure. The most militant consumer organization, 
Consumers Research, damned it with faint praise and many criticisms. The principal 
source of consumer information was the F & DA’s “Chamber of Horrors.” 

The F & DA was forbidden by a law?" applying to governmental agencies gen- 
erally to spend public funds to influence members of Congress with respect to pend- 
ing legislation, but the Administration did succeed in making vivid the need for a 
new law by the device of assembling exhibits illustrative of the operation of the 
existing Act, a step within its legal powers. The “Chamber of Horrors,” to use the 
name conferred by a columnist who visited it, was an array of pictures, labels, and 
advertisements of ineffective or harmful and occasionally lethal nostrums, dangerous 
cosmetic preparations, and adulterated or deceptively packaged and labeled foodstuffs 
which the F & DA, under its existing powers, either could not reach or was greatly 
handicapped in reaching. The exhibit gradually achieved a considerable measure of 
public notice, thanks in no small degree to the diatribes which it evoked from the 
industries whose skeletons were thus uncloseted. 

By December 7 and 8, 1933, when hearings on S. 1944 were scheduled, trade oppo- 
sition had been well mobilized. Some consumer support had been hurriedly mar- 
shalled, chiefly among women’s organizations, but the great majority of those 
testifying at the hearings were representatives of industry. Very frequently attacks 
on the bill were prefaced by admissions that the existing law was in need of amend- 


* Senator Ellison D. Smith of South Carolina and Representative Marvin Jones of Texas. 

% See 79 Conc. REc. 5024 (1935). 

™® To follow the narrative, it will be essential for the reader to keep in mind the numbers of the five 
principal bills, S. 1944 (1933), S. 2000 and S. 2800 (1934), S. 5 (1935), and S. 5 (1937). 

*™ Third Deficiency Appropriation Act for 1919, 41 Stat. 35. 
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ment. The burden of the complaint was that a few amendments alone would have 
sufficed, and that so general a revision as had been undertaken was not only unneces- 
sary but would destroy the benefit of the accumulated decisions interpreting the old 
law and thus compel the courts to start afresh. Few sections escaped criticism. It was 
notable however that the criticisms frequently were directed to the phrasing of sec- 
tions rather than to their substance. An outstanding example of this was the lan- 
guage of the sections defining false and misleading labeling and advertisements: “An 
advertisement [or labeling] . . . shall be deemed to be false if in any particular it is 
untrue, or by ambiguity or inference creates a misleading impression. .. .”*® The 
fact that this provision represents a close paraphrase of language used by the Su- 
preme Court?® in one of those decisions which the opponents of S. 1944 were so 
anxious to preserve seemed in no way to assuage the pain which this provision caused. 

Branded as especially sinister were the rule-making powers granted to the Secre- 
tary of Agriculture with respect to certain problems on which a broad prohibition, 
not supplemented by regulations, would either have been ineffective or, by uncertain 
or unequal application, have worked injustice. Although the opposition persistently 
stressed the dangers of uncertainty, these seemed inconsequential before the peril 
that the Secretary would become “Czar” of the industries. 

One complaint specific to the drug industry was the charge that the bill repre- 
sented a calculated attempt to deprive the American people of their right to “self- 
medication,” a charge thereafter to be constantly reiterated with illustrations which 
were notable examples of hyperbole.*° The principal concern of the food industry 
was aroused by a provision authorizing the Secretary to promulgate grades of quality 
for food products. However, the chief spokesman in opposition to this proposal came 
from the ranks not of the food industry but of the publishers who saw in the estab- 
lishment of such quality grades a menace to the benefits derived by the American 
housewife from the advertising of branded goods.*? 

Spokesmen for the consumer and public health agencies were generally favorable 
to the bill. However, no appearance was made on behalf of the American Medical 
Association, its representative merely filing a brief complaining of the rule-making 
powers conferred on the Secretary. The representative of Consumers Research 
prefaced an attack on the bill for its inadequacy by insisting that Senator Copeland 
was disqualified to sit as chairman and should be removed. 

This charge, repeated at a subsequent hearing and given considerable publicity, 


*S. 1944, §9(a). The same language was used in the definition of misbranding. Id. §6(a). 

“Deception may result from the use of statements not technically false, or which may be literally 
true. The aim of the statute is to prevent that resulting from indirection and ambiguity, as well as from 
statements which are false.” U.S. v. 95 Barrels of Vinegar, 265 U. S. 438, 443 (1924). 

® An all-too-typical example follows: “It would be a real hardship if you or I could not take an aspirin 
tablet or mineral oil or bicarbonate of soda without a physician’s prescription. No, the bill does not say 
that, but such things are possible under its provisions.” Calkins, Another Look at the Pure Food Bill (Dec. 
1933) 97 Goop HousEKEEPING 90. 

® See testimony of C. C. Parlin on behalf of the National Periodical Publishers, Hearings before a 
Subcommittee of the Senate Committee on Commerce on S. 1944, 734 Cong., 2d Sess. (1933) 318. (Here- 
inafter cited as “Hearings on S. 1944.”) 
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requires consideration here. It was based on the fact that Senator Copeland was giv- 
ing brief health talks on radio programs advertising Fleishman’s Yeast, a product 
which Mr. Kallet declared would be adversely affected by the advertising provisions 
of the pending bill.** On the question of principle raised by this conflict of interest 
opinion will differ, but that Senator Copeland sought to sabotage the measure which 
he sponsored neither I nor those with whom I was associated in work on the bill 
believe. Had he desired to “sell out” the public, this end could easily have been 
achieved. Instead, he worked assiduously to obtain as good a law as he believed he 
could possibly secure. There is no doubt but that this effort shortened his life. He 
died of a condition rendered acute by overwork just four days after the enactment of 
the law. 

Perhaps a more successful protagonist for the measure could have been found. 
Throughout his legislative career, Senator Copeland had sought chiefly to conciliate 
rather than to override opposition, a technique which, of course, compels compro- 
mise. Moreover, he did not enjoy the political favor of President Roosevelt. But it is 
by no means certain to me that these factors were wholly detrimental. Unless the 
Administration had been willing to give the measure a place on its early “must” 
lists, an intransigent attitude might have led to the final defeat of the bill or the 
enactment of one of the many inadequate substitutes which were introduced. Senator 
Copeland’s known conservatism served to offset in some degree the antipathy dis- 
played in Congress to Mr. Tugwell, an antipathy cultivated by the opposition as one 
of its principal assets. 

At the conclusion of the hearings on S. 1944 it was obvious to those who had 
shared in its drafting that some revision would be necessary. Certain amendments 
were called for because of deficiencies in the bill which had become evident either 
before or at the hearings. Other amendments seemed desirable because thereby crit- 
icisms could be met without requiring substantial sacrifices in objectives. Still others, 
though regretted, seemed inescapable if the opposition to the bill were to be reduced 
to a point where it could be overcome. Already it was clear that competing bills 
drafted by industry counsel would be introduced and there was a real risk that one 
of these, which were far from. satisfactory,?* would be enacted unless the opposition 
to S. 1944 could be divided. Accordingly the group which had drafted the original 
measure (with the exception of Mr. Handler and Mr. Lee who had been appointed 
to other governmental posts) undertook to revise S. 1944. The revision thus effected 

"See testimony of A. Kallet, representing Consumers Research, id. 355. Senator Copeland did not 
comment on the sponsor’s product. He spoke subsequently on the programs of other nationally advertised 
products. See testimony of J. B. Matthews, representing Consumers Research, Hearing before a Subcom- 
mittee of the House Committee on Interstate and Foreign Commerce on H. R. 6906, H. R. 8805, H. R. 
8941, and S. 5, 74th Cong., 1st Sess. (1935) 507. (Hereinafter cited as “House Hearings on S. 5.’’) 

™ Quite the worst of these was H. R. 6376, introduced by Representative Black of New York and 
known as the Black Bill. It was drawn by a committee of the National Drug Trade Conference and 
proffered at the hearings on S. 1944 by Dr. J. H. Beal, identified as “one of the outstanding leaders in 


pharmacy,” who outdid counsel for industry in his attacks on S. 1944 and later S. 2800. The text of the 
bill appears at the end of Dr. Beal's testimony. Hearings on S. 1944, at 114. 
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was approved by Senator Copeland with some changes and introduced by him as 
S. 2000 at the second session of the 73d Congress on January 4, 1934. 

S. 2000 compelled some change in position on the part of spokesmen for the 
industries,** but it is doubtful whether the hostility rampant in the rank and file as 
a consequence of the propaganda against the “Tugwell Bill” was materially lessened. 
On the other hand the modifications it introduced brought forth sweeping condem- 
nations from consumer spokesmen of the Consumers Research group. Dubious of 
the efficacy of S. 1944, they were ready to place the worst construction upon all 
relaxations in its provisions. Judgment of the effect of the changes was expresed by 
the term “emasculated.” This notion was circulated most widely among liberal 
groups whose aid might reasonably have been anticipated. The result was that they 
promptly developed a defeatist attitude toward the bill, and such support as they 
might have rendered in preventing the far more damaging changes which were still 
to come was largely withheld. The representatives of the women’s organizations had 
a more realistic understanding of the possibilities for legislation in this field and, while 
disappointed by a number of the changes which were made, increased rather than 
diminished their efforts to secure the best possible bill.*5 

In the months that followed Senator Copeland was subjected to constant pressure 
from a great variety of special interests, each of which enjoyed influential Congres- 
sional support. Still hoping to conciliate this opposition or at least to prevent a shift 
in Congress to the support of the competing McCarran-Jenckes Bill,*® Senator Cope- 
land consented to a number of the amendments proffered. Ultimately changes in 
S. 2000 became so numerous that he decided to introduce a revision of the bill under a 
new number. The supplanting bill, S. 2800, differed from its predecessor in one very 
material respect: authorization to establish more than one quality grade for any food 
was withdrawn, a concession which sharply diminished the opposition of publishing 
interests.57 

*In particular the complaint of dictatorial power in the Secretary was diminished by the provision for 
a Committee on Public Health and a Committee on Food Standards. These committees were charged with 
the duty of recommending regulations to the Secretary within their respective fields, and no regulation 
could be promulgated by him without their approval. S. 2000, §22. This provision was greeted by a 
coolness which contrasted sharply with the warmth engendered by the menace of dictatorship, and it dis- 
appeared at the end of 1936, after having served at least to work an estoppel on some critics of the bill. 


The arguments for and against these committees from the consumer’s standpoint seem to me to be evenly 
balanced. 

* The work of these organizations was intelligent, persistent, and effective. It is briefly described, and 
the cooperating bodies listed, in Baldwin and Kirlin, Consumers Appraise the Food, Drug, and Cosmetic 
Act, infra, at p. 144. 

* This bill was prepared by Charles Wesley Dunn, counsel for a number of important trade associations 
in the field. It was distinctly superior to the Black Bill, supra note 33, and hence a more formidable rival. 

* This and other changes from S. 1944 led to the adoption by a committee of the National Publishers 
Association, representing 150 leading magazines, of a resolution stating that “those provisions of S. 2000 
on which we feel competent to express an opinion are satisfactory.” See testimony of C. C. Parlin, Hear- 
ings on S. 2800, at 30. The National Editorial Association, a large organization of small town newspapers, 
took a similar position with respect to S. 5 in 1935. See testimony of Erwin Funk, Hearings before a sub- 
committee of the Senate Commitee on Commerce on S. 5, 74th Cong., 1st Sess. (1935) 310. (Hereinafter 
cited as “Senate Hearings on S. 5.”) 
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Hearings on S. 2800 were held before the full Committee on Commerce from 
February 27 to March 3, 1934. The opposition continued the attack begun at the 
hearings on S. 1944 although the attacks were rather more temperate. Consumer 
representatives were present, greatly outnumbered by industry spokesmen. Mr. Kallet 
of Consumers Research repeated his attack on Senator Copeland, a tactic which 
largely impaired the reception given his subsequent analysis of the deficiencies of the 
bill.2® Dr. Woodward from the A. M. A. in his appearance denied a prevalent charge 
that the A. M. A. had written the bill or was a moving force behind it and then 
corroborated that statement by the tepidity of his support of the measure.*® 

At these hearings there first became evident a source of opposition which was 
later to produce the greatest defeat for the advocates of the bill. Commissioner Ewin 
L. Davis of the Federal Trade Commission appeared at the suggestion of the com- 
mittee to discuss the bill from the standpoint of the jurisdiction of the Commission 
over false advertising. Although denying that he was opposing the bill,*° Commis- 
sioner Davis submitted amendments which would have required false advertising 
cases to be brought before the Federal Trade Commission (hereinafter called the 
“FTC”) instead of the courts.*? 

Little progress on the bill was made during the remainder of the session. A num- 
ber of amendments were made in committee, some weakening, some strengthening. 
On May 16 the bill came on the floor of the Senate from which it disappeared after 


an hour’s discussion.*” 


Consideration by the 74th Congress, 1935-1936 

With the beginning of the first session of the 74th Congress came a new bill, S. 5, 
introduced by Senator Copeland on January 4, 1935. S. 5 did not differ very conse- 
quentially from the state which S. 2800 had reached by the end of the previous session 
but it was altered materially in form, the definitive provisions being grouped by 
commodities rather than by types of offenses. With the introduction of the bill there 
began once more the familiar story of demands for amendments, some of which were 
yielded to. Senator McCarran reintroduced his bill and soon after Representative 
Mead of New York introduced a bill prepared by Mr. James F. Hoge, counsel for 
the Proprietary Association which comprises the leading proprietary drug manufac- 
turers. A sub-committee of the Commerce Committee with Senator Bennett C. 
Clark of Missouri as chairman, held hearings on S. 5 for three days early in March. 

On March 22d President Roosevelt sent a special message** to the Congress in 
which, after pointing to the need for maintaining high standards of integrity in 
food, drugs, and cosmetics and to the fact that “loopholes have appeared in the old 
law which have made abuses easy,” he said: 

“It is time to make practical improvements. A measure is needed which will extend the 
controls formerly applicable only to labels to advertising also; which will extend protection 


* Hearings on S. 2800, at 277. 
% Id. at 349-370. Id. at 233. 
“Td. at 239. #78 Conc. Rec. 8955-8967 (1934). 


“For the text of this message, see 79 Conc. Rec. 4262 (1935). 
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to the trade in cosmetics; which will provide for a cooperative method of setting standards 
and for a system of inspection and enforcement to reassure consumers grown hesitant and 
doubtful; and which will provide for a necessary flexibility in administration as products 
and conditions change. . . . It is my hope that such legislation may be enacted at this 
session of the Congress.” 

Earlier the same day the Committee on Commerce had reported out S. 5,** still 
more changes having been made. It reached the floor of the Senate on April 1, 1935, 
and there began the most extended debate on the measure which took place in either 
house during its five years of consideration. 

By this time the major issues which were to dominate the controversy over the 
bill in the succeeding three years had become apparent, and before resuming the 
narrative I shall describe them briefly. The first of these issues related to the power 
to make “multiple seizures.” Under the old Act the F & DA had power to institute 
a criminal prosecution against an offender and to seize an offending article pursuant 
to court process. The article seized was condemned unless an interested party inter- 
vened as claimant and the government failed to prove the article to be adulterated or 
misbranded in violation of the Act.*® Where the F & DA had cause to believe that a 
food or drug constituted either a danger to health or a gross fraud on the consumer it 
was its practice to seize the product widely to discourage dealings in it.** This pro- 
cedure was at once an effective method of consumer protection and a heavy burden 
to the producer who, if he believed his goods to comply with the law, was compelled 
to intervene in actions pending in a large number of jurisdictions. Moreover, these 
jurisdictions would often be remote from his place of business. 

The drive to restrict the power to make multiple seizures was led by the Pro- 
prietary Association. Especially prominent in this effort of the Association were 
representatives of the Vick Chemical Company of North Carolina, but that com- 
pany’s objective was shared by many other large concerns, among them the Lambert 
Pharmacal Company of Missouri, the maker of “Listerine.” It was perhaps not sur- 
prising, therefore, that Senators Josiah W. Bailey of North Carolina and Clark of 
Missouri, both members of the Committee on Commerce and able debaters, should 
enter the lists on behalf of their industrial constituents to engage in the familiar and 
congenial task of combatting Bureaucracy. 

The second major issue was whether control of advertising of foods, drugs and 
cosmetics should be given to the F & DA or whether the power of the FTC, which 
already had jurisdiction of interstate advertising of all commodities, should remain 
exclusive. Since, during the twenty-odd years which the FTC had enjoyed this juris- 
diction, there had developed the condition which had led to the demand for new 
controls over advertising, a proposal which looked to the continuation of the status 


“ The bill was accompanied by Sen. Rep. No. 361, 74th Cong., 1st Sess. (1935). A week later minor- 
ity views were filed by Senator Bailey (N. C.) who was joined by Senators Clark (Mo.), Guffey (Pa.), 
Bachman (Tenn.), and Donahey (Ohio). 

“For a description of the seizure procedure, see Lee, The Enforcement Provisions of the Food, Drug, 
and Cosmetic Act, infra, pp. 79-83. 

“Only where the product was imminently dangerous to health would the F & DA attempt complete 
removal from the market, an undertaking normally beyond its resources. 
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quo seemed palpably inadequate as a reform measure.** The principal objections 
voiced to FTC control were directed to the fact that its “cease and desist” procedure 
had little or no deterrent effect on the advertisers’ tendency to hyperbole, since the 
most rigorous penalty for an offense would be a Commission order not to do it again, 
an order which if violated could lead to nothing more drastic than a judicial order 
not to do it again.** Other objections to retention of exclusive jurisdiction by the 
FTC were based on the fact that it had neither the scientific staff nor facilities com- 
parable to the F & DA’s and the fact that the Commission had often failed to proceed 
against advertising claims which the F & DA had driven from the labels of the same 
products.*® 

Undoubtedly there was at the outset a widespread if not universal preference 
among the affected industries for the FTC’s continuation as supervisor of advertising. 
But as modifications were introduced into the food and drug bills’ advertising pro- 
visions more and more of the leading food and drug advertisers—and publishers as 
well—came to the conclusion that effective control of the black sheep of the industries 
could be had only through F & DA action. Possibly, therefore, the issue would not 
have been forced but for the vigilance of the FTC, which manifested a lively disin- 
clination to see another governmental agency share its jurisdiction. In industry ranks 
the FTC found potent support among the proprietary drug manufactures; the Pro- 
prietary Association and its smaller brethren, the United Medicine Manufacturers of 
America and the Institute of Medicine Manufacturers, all worked in its behalf. The 
principal Congressional champions of the FTC were Senator Clark and Chairman 
Clarence F. Lea of the House Committee on Interstate and Foreign Commerce. 

The third major issue related to the judicial review of regulations promulgated by 
the Secretary of Agriculture. Although the power to make regulations having the 
force and effect of law was conferred on the Secretary by a number of provisions in 
the bills, a single one was responsible for making this issue so significant. All the 
bills contained a provision defining as adulterated any food containing an added 
poisonous ingredient, subject, however, to power in the Secretary to establish by 
regulation tolerances for poisons which could not be wholly eliminated in the pro- 
duction or preparation of foods for market. The foods most seriously affected by 
these provisions were the fresh fruits and vegetables. Efforts to remove insecticide 

“In 1933 the FTC directed its Board of Investigation, which had been created in 1929, to scrutinize 
advertising and especially radio scripts. Over 400,000 scripts have been reviewed in a single year. See state- 
ment of Commissioner E. L. Davis, House Hearings on S. 5, at 637. This activity led to an increase in 
the number of proceedings with respect to food, drugs, and cosmetics. But even after this action had been 


taken the standard of advertising was far from such as to lead most observers to share Commissioner Davis’ 
satisfaction in the Commission’s achievements. 

“FTC Act §5, 15 U. S. C. §45. If a cease and desist order were violated, the FTC could sue in the 
Circuit Court of Appeals for an injunction restraining future violations. The FTC’s powers were increased 
in 1938 by the Wheeler-Lea Act, discussed, p. 18, infra, and at greater length in Handler, The Control of 
False Advertising under the Wheeler-Lea Act, infra, p. 91. 

“Some apologists for the FTC have attributed the limited efficacy of its activities to the Raladam case, 
Federal Trade Comm'n v. Raladam Co., 283 U. S. 643 (1931), rendering proof of injury to competition 
essential in proceedings instituted by it. But Commissioner Davis testified that the “Raladam case is an 
extreme case, and has been applied, and can be applied, in very few instances.” Hearings on S. 2800, 234. 
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sprays containing lead and arsenic from fruits and vegetables have never been wholly 
successful, a small residue of the poison remaining. The F & DA has devoted for 
many years a substantial portion of its small annual appropriation to the effort to 
keep from the market fruits and vegetables containing poisonous spray residues in 
excess of the tolerances fixed by administrative order. Where its action has been con- 
tested, it has been necessary for the F & DA not merely to prove that the tolerance 
was exceeded but that the amount of poison contained rendered the product dan- 
gerous to health. To establish to the satisfaction of a jury the fact that what seemed 
to be an infinitesimal amount of poison was actually a danger to health has proved 
exceedingly difficult, and the power of the F & DA to police this important field has 
been correspondingly impaired. By giving the regulations fixing tolerances the force 
and effect of law, it would become necessary for the government only to prove that 
the tolerance established thereby had been exceeded. This being done, the only de- 
fense left to the claimant would be an attack upon the regulation as unconstitutional. 
Hence the importance of judicial review. 

The burden of protecting American constitutional liberties from this threatened 
encroachment was assumed chiefly by the International Apple Association, which 
had almost twice as many senatorial friends as there are apple-growing states. The 
Association had sustained a severe shock in the spring of 1933 when Assistant Sec- 
retary Tugwell had reduced the tolerance for lead arsenate from 0.02 grain per pound 
to 0.014 grain. Vigorous.protest had led Secretary Wallace soon after to increase the 
tolerance to 0.02 grain, but the experience made a lasting impression on the apple- 
growers. Their objective thereafter was to broaden the power of the courts in pass- 
ing upon the regulations so as to enable a court reviewing a regulation to reach its 
own judgment on the facts rather than to compel it to accept the Secretary’s finding 
of fact if supported by substantial evidence—the criterion of validity established in 
federal administrative law. If the judgment of the district courts on such questions 
of scientific fact could thus be substituted for the opinion of the experts consulted by 
the Department, the apple-growers felt that they could face the future with aplomb. 
Of course the amendment they advocated would apply equally to court review of 
regulations issued under other sections of the Act. 

To return to the narrative, the debate on S. 5 in the Senate in the spring of 1935 
revolved chiefly about the first of the three issues noted above—multiple seizures. 
Senator Bailey sought by amendment to limit the power of seizure in misbranding 
cases to one seizure only, except where, on an order to show cause, the Secretary 
showed that the article was “misbranded in manner and degree as to render such 
article imminently dangerous to health.” This would have left unimpaired the 
power to make multiple seizures of adulterated goods, but to restrict this power 
Senator Bailey offered a further amendment transferring to the section defining mis- 
branding the provision declaring a drug to be adulterated if “dangerous to health 
under the conditions of use prescribed in the labeling or advertising thereof.” 

The effect of these two amendments was to leave proprietary drugs virtually im- 
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mune from multiple seizure. Adulteration in such products is rare since they need 
comply with no standard save their own. Only a very few such drugs are “immi- 
nently dangerous to health” in the sense that their administration will cause physical 
injury. The real danger that is caused by the ineffective nostrum comes from its use 
in conditions where the safety of the sufferer is dependent upon the prompt applica- 
tion of appropriate remedies. For example, use of “Banbar,” an extract of the horse- 
tail weed,®° by a diabetic in lieu of insulin, would lead to death just as surely as if 
the harmless weed were a deadly poison. Again, if another influenza epidemic 
brought on the market a flood of antiseptics, counter-irritants, laxatives and pain- 
killers labeled or advertised directly or indirectly as efficacious in the treatment of 
influenza and pneumonia,®? then, under the amendments advocated by Senator 
Bailey, the F & DA would be unable to make more than a single seizure of any 
offending product until, some months later after the crisis had passed, it succeeded in 
securing a favorable judgment in the action. Senator Copeland was impassioned in 
his opposition to the amendments, but he stood alone in the debate and was scarcely 
a match for Senators Bailey and Clark. The amendments were adopted by a vote of 
44 to 29.5? 

With these and further amendments, including one fathered by Senator Vanden- 
berg which provided that the single seizure action allowed by the Bailey Amendment 
should on “motion, be removed for trial to the jurisdiction of the claimant's resi- 
dence” (thereby assuring a jury drawn from the manufacturer’s rather than the 
consumer’s bailiwick) the bill was passed by the Senate on May 28, 1935, without a 
record vote.5® 

This bill was then referred to the House Committee on Interstate and Foreign 
Commerce and a sub-committee of five representatives under the chairmanship of 
Representative Virgil Chapman of Kentucky** was appointed to hold hearings. 
These hearings, held on twelve days in July and August, 1935, brought forward the 
same group of opponents but their reception differed strikingly from that accorded 
them by the Senate committee. Senator Copeland had on occasion taken issue with 
persons testifying before his committee, but seldom did he probe into their records 
or those of the products which they represented. Representative Chapman, however, 
obtained at an early stage in the hearings information with respect to the products 
represented by persons appearing before the sub-committee. His examination of wit- 
nesses based on this information, although conducted with the utmost suavity, must, 
if the record affords adequate evidence, have been productive of extreme discomfort 

”“Banbar” was prominent in the “Chamber of Horrors.” Its producer, when tried under the Sherley 
Amendment, was acquitted. The case is described in Lams, AMERICAN CHAMBER OF Horrors, 64-66. 

*' How the trade rose to the occasion afforded by a localized epidemic in 1929 is described in Lams, 
AMERICAN CHAMBER OF Horrors, 134-140. 

"79 Conc. Rec. 5230 (1935). Party lines were disregarded in the vote. Senator Copeland voted in 
the affirmative so that he might move for reconsideration, but the motion was never put and he continued 
on in the hope of a later compromise. "70 Conc. Rec. 8356 (1935). 


“The other members were Representatives W. P. Cole (Md.), E. A. Kenney (N. J.), James Wolfenden 
(Pa.), and R. C. Reece (Tenn.). 
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to a number of witnesses. The nearly 800 pages of testimony before this sub-com- 
mittee contains as lively reading matter as may be found in’any of the proceedings 
of Congress or its committees, but seemingly the testimony barely met the standard 
of “news fit to print.”55 

In 1936, action on the bills was confined to the committees until late in the session, 
the second of the 74th Congress. In May the House Committee reported out a bill 
which bore striking testimony to the labors of the FTC and its industry supporters.°* 
The House amendments to S. 5 improved in some respects the provisions of that 
measure as it had passed the Senate, especially as regards multiple seizure, but the 
House bill gave exclusive jurisdiction to the FTC to deal with false advertising. The 
bill reached the floor of the House on June 19, 1936, on a motion to suspend the rules, 
which permitted only twenty minutes debate on each side. At the expiration of the 
allotted forty minutes, the bill was passed by a vote of 151 to 27.57 

Conferees were appointed from both houses and, in the conference which fol- 
lowed, the house conferees prevailed on most points, but a deadlock was reached on 
the issue of jurisdiction over false advertising. An eleventh-hour compromise was 
attempted by Senator Copeland who moved that the Senate recede from its disagree- 
ment to the House amendment and agree to it with an amendment which he had 
hurriedly drafted giving jurisdiction to the F & DA only over advertising affecting 
health.°® The motion promptly carried and the bill, thus amended, was sent to the 
House. 

The debate in the House®® took place late in the evening of June 20. It was a 
short one. The issue was nicely defined by Representative McReynolds of Tennessee 
who said: “Now, Members of the House, what are you going to do about it? Are 
you going to turn this over to Tugwell for enforcement or are you going to leave it 
with the Federal Trade Commission with such men as Judge Davis and other men 
from this House on that Commission? [Applause.]”®° Representative Rayburn, ma- 
jority floor leader, tried desperately to stem the tide, and in the course of his remarks 
observed: “There might be a little lobbying around here by some people, but there is 
nobody who has lobbied around this Capitol on any bill in the 23 years I have been 
in Congress more than the members of the Federal Trade Commission have lobbied 
on this bill, and I love the Federal Trade Commission.”*! When the vote was taken, 
the score stood: Tugwell, 70; Judge Davis and the other House alumni, 190.°* Thus 
ended the career of the food and drug bill in the 74th Congress. 

The New York Times carried news stories relating to the hearings after six of the twelve days, 
July 23, 25, 26, 30, and Aug. 9, 11, 1938. The six stories, all on inside pages, totalled a length, including 
neads, of approximately three columns. 

H.R. Rep. No. 2755, 74th Cong., 2d Sess. (May 22, 1936). Three members of the House com- 
mittee, Representatives Chapman (Ky.), Mapes (Mich.), and Merritt (Conn.), filed “additional views 
stating arguments against retention of exclusive jurisdiction over advertising in the F1t. 

* For the debate and action of the House, see 80 Conc. REc. 10230-10244 (1936). 

® See id. 10514-10520. The text of the bill is included. 


® See id. 10675-10680. © Id. 10678. 
* Id. 10679. * Id. 10680. 
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Consideration and Enactment by the 75th Congress, 1937-1938 


When the 75th Congress began its first session in January, 1937, Senator Copeland 
succeeded in getting “S. 5” again for the designation of his bill. No hearings were 
held on this measure but few sections escaped amendment at the hands of the Senate 
Commerce Committee.** The provision with respect to multiple seizures was altered 
in the amended bill so as to be somewhat preferable from the standpoint of consumer 
protection than the original provisions of the Bailey Amendment. The bill was 
brought to the floor of the Senate on March 8, 1937,°* and the next day was passed.® 
The session closed, however, without action by the House, nor did the House act 
during the brief special session in the fall of 1937.°¢ 

However, the advocates of FTC control over food and drug advertising had begun 
a flank attack before the close of the first session of the 75th Congress which led to 
action early in the third session. In the first session the Senate had passed a bill®” 
introduced by Senator Wheeler of Montana which was designed to strengthen the 
sanctions of the FTC Act®® and to enlarge the FTC’s powers by freeing it from the 
restrictions imposed by the United States Supreme Court in Federal Trade Commis- 
sion v. Raladam Company,® holding that the Commission could not issue a cease 
and desist order against false advertising unless injury to competition were shown. 
This bill was in the hands of the House Committee on Interstate and Foreign Com- 
merce to which S. 5 had been referred. The chairman of that committee, Repre- 
sentative Lea of California, devised the plan of forcing the issue with respect to 
control of food and drug advertising by writing into the bill to amend the FTC Act 
special powers with respect to food, drug and cosmetic advertising. 

The new provisions, as reported over the objection of three members of the com- 
mittee,”° defined “false advertisement,” “food,” “drug,” “device,” and “cosmetic”;™ 
declared the dissemination of false advertising to constitute an “unfair or deceptive 

® See SEN. Rep. Nos. 91, 152, 75th Cong. 1st Sess. (1937). 

% 81 Conc. Rec. 1961 (1937). 

© Consideration was directed chiefly to the Committee’s amendments; there was no general debate. 
Id. 2001-2021. After passage, Senator Copeland offered for the record a vigorous criticism of the bill 
prepared by fourteen national women’s organizations. 

® Bills were introduced at this session to create special controls for new drugs. See p. 20, infra. 

*S. 1077, 75th Cong., 1st Sess. (1937), passed March 29, 1937. 81 Conc. Rec. 2087 (1937). An 
identical bill had been passed by the Senate in the previous session. 

® The principal provision to this end was an amendment limiting the power of a person subject to a 
cease-and-desist order to seek judicial review thereof to a period of 60 days and imposing a civil penalty 
of $500 for violation of the order after it had become final, plus a penalty of $25 per day for each day the 
violation continued. 

® 383 U. S. 643 (1931). 

H.R. Rep. No. 1613, 75th Cong., 1st Sess. (1937), contains the Committee’s report, the text of the 
bill, and the “additional views” of Representatives Chapman, Kenney, and Mapes, who argued that the 
methods of enforcement available to the FTC under the bill were inadequate to deter false advertising of 
food, drugs, and cosmetics. 

™ The definitions of “food,” “drug,” “device,” and “cosmetic” were the same as those contained in the 
food, drug, and cosmetic bill then before the House Committee. The definition of “false advertising” 
paralleled that of “misbranding” in the latter bill. For the text of the House bill at this stage, see 83 
Conc. Rec. 12462-12467 (1937). 
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act or practice” under the FTC Act; authorized the Commission to secure a tempo- 
rary restraining order from any district court to enjoin the dissemination of an adver- 
tisement believed to be false, pending the institution and determination of a cease 
and desist proceeding before the Commission; and finally declared any person violat- 
ing the Act by disseminating a false advertisement to be guilty of a misdemeanor “if 
the use of the commodity advertised may be injurious to health because of results of 
such use or if such violation is with intent to defraud or mislead.” 

The bill reached the floor on January 12, 1938.’ Those members of the House 
Committee who had unsuccessfully opposed the denial of jurisdiction of advertising 
to the F & DA” resolutely sought to secure the amendment of this bill so as to pro- 
vide that persons violating the above provisions of the Act should be subject to a civil 
penalty of not more than $3000 or, if the commodity advertised were injurious to 
health, of not more than $5000.74 The purpose of this move was to give to the FTC 
Act the deterrent effect which the advertising provisions of the food and drug bill 
would have possessed. Under the bill proposed by Mr. Lea, no advertiser would have 
cause to fear more than an order to stop falsifying unless either his commodity were 
intrinsically dangerous or the government could succeed in the difficult task of prov- 
ing intent to defraud. 

Unfortunately for the minority committeemen, they were seeking to provide the 
FTC with teeth it did not want. Mr. Lea, speaking against the amendment after 
having “conferred with a representative of the Federal Trade Commission,” said, 
“Its judgment is very decidedly opposed to this amendment because it would tend 
to be destructive of the successful operation of the Federal trade law. It would, in 
effect, convert the federal trade act, in effect, to a criminal statute primarily as to 
advertisements. .. . This is not the practical way to deal with business men.”*® 

The debate was a lively one in which the record of the FTC was vigorously at- 
tacked, but the outcome seems never to have been in doubt. When the question on 
the bill was taken, there were—ayes, 107; noes, 10."¢ 

The House and Senate conferees adopted the House bill.?7 When the conference 
report came to the Senate floor on March 14, 1938,"* Senator Copeland pointed out 
the ulterior purpose of the House bill, but he too endeavored to strengthen its pro- 
visions.”® In the course of debate he admitted that “the House will never agree to 
turn over to the Food and Drug Administration the control of advertising of drugs 
and cosmetics.”®° Without a record vote the Senate agreed to the report,®* and with 
that action all hope was lost for the retention of the advertising provisions in S. 5. 

8 For the debate, see 83 Conc. Rec. 391-424 (1938). 

™ See note 70, supra. 

™ For the text of this proffered amendment, see 83 Conc. Rec. 405 (1938). 

® Id. 406. Id. 424. 

7H, R. Rep. No. 1774, 75th Cong., 3d Sess. (1938). 

78 For the consideration of the bill, see 83 Conc. Rec. 3287-3293 (1938). 

™ His proposal was to extend to all commodities the special powers conferred by the bill on the FTC 


with respect to food, drugs, and cosmetics. Id. 3289. 
© Td. 3291. © Id. 3293. 
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Before this session had begun a tragedy occurred which was directly responsible 
for adding a new and important provision to the drug control legislation. At least 
73, perhaps over go, persons in various parts of the country, although chiefly in the 
South, died as a result of taking a drug known as “Elixir Sulfanilamide,” manufac- 
tured and sold by the S. E. Massengill Company of Bristol, Tennessee.®* This 
product had been prepared in order to render the valuable new drug, sulfanilamide, 
available in liquid form. Diethylene glycol was used as a solvent. Investigation later 
showed that the pharmacist on the manufacturer’s staff checked the product merely 
for appearance, flavor, and fragrance. Tests on animals or even an investigation of 
the published literature would have revealed the lethal character of the solvent. 
When reports of the fatalities began to appear, the F & DA began an immediate 
search for the 240 gallons of the product which had been distributed throughout the 
country. By dint of persistent and ingenious efforts the F & DA, with the cooperation 
of other governmental agencies and dealers, was able to recover almost the entire 
stock distributed. Yet the only legal basis for the F & DA’s intervention was the fact 
that the preparation was not an “elixir” since that term may properly be applied only 
to an alcoholic solution. The product was therefore misbranded. The label, inci- 
dentally, did not mention the presence of the fatal ingredient, diethylene glycol. 

Even if any of the bills (including S. 1944) had been enacted previously it is quite 
possible that this disaster would have occurred, although the basis for seizure would 
not have had to rest on the fortuitous circumstance of choice of an inapt name for 
the product, since the drug would clearly have been dangerous under the conditions 
of use prescribed for it. Accordingly, in the brief second session, Senator Copeland 
introduced a bill, S. 3073, which forbade the introduction into interstate commerce 
of “any drug . . ; not generally recognized as safe for use” under the conditions pre- 
scribed in the labeling thereof “unless the packer of such drug holds a notice of find- 
ing by the Secretary that such drug is not unsafe for use.” Machinery was provided 
to enable the Secretary to make such a finding. A similar, but more complete, bill, 
H. R. 9341, was introduced in the House by Representative Chapman. Senator Cope- 
land’s bill was passed by the Senate without debate on May 5, 1938.8° The Chapman 
bill, with minor changes, was included in the committee version of S. 5 as finally 
reported to the House, and in this form was enacted into law.** 

Meanwhile the last major battle of the campaign was impending. The embattled 
apple-growers were determined not to allow the established principles of administra- 
tive law to govern the judicial review of food and drug regulations. They succeeded 
in persuading a majority of the House committee to report out a bill containing 
judicial review provisions which embodied a part of their objectives. The bill added 
a new procedure for the review of regulations, permitting suits to be instituted in the 
federal district courts within go days after the issuance of regulations to enjoin the 


"The story of this tragedy is told in Report of the Secretary of Agriculture on Deaths Due to Elixir 
Sulfanilamide-Massengill, SEN. Doc. No. 124, 75th Cong., 2d Sess. (1937), submitted in response to resolu- 
tions of both houses requesting reports on the occurrence. 

$3 Conc. Rec. 6263 (1938). “Tt is discussed at p. 40, infra. 
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Secretary from enforcing them. Although the provision was.silent as to the scope of 
the court’s review, it permitted the court to take additional evidence bearing on the 
validity of a regulation where cause was shown for failure to adduce the evidence 
at the administrative hearing.2®° When one considers that there are over 80 district 
courts in the United States and that an adverse decision by a single one of them 
would prevent enforcement of a regulation throughout the nation, probably for 
months, quite possibly for years, the drastic character of the provision becomes ap- 
parent. Moreover, this special procedure was expressly made supplemental to “any 
other remedies provided by law,” so those affected could, if they chose, await action 
under the regulation before attacking it. 

Six members of the committee®* joined in a vigorous minority report which in- 
corporated a letter from Secretary Wallace written in response to an inquiry from 
Representatives Chapman and Mapes of Michigan** in which the Secretary expressed 
the judgment that if the judicial review provision “remains in the bill its effect will 
be to hamstring its administration so as to amount to a practical nullification of the 
substantial provisions of the bill. . . . It is the department’s considered judgment that 
it would be better to continue the old law in effect than to enact S. 5 with this pro- 
vision.”°® The Department of Justice in a memorandum had also strongly criticized 
the provision.®® 

The Committee’s action aroused even more protests from consumer sources than 
the Bailey Amendments had inspired. Even the Journal of the American Medical 
Association editorially castigated the move.®® When the bill reached the floor,®? the 
minority members presented their case vigorously, but apples outweighed arguments. 
On June 1, 1938, the bill passed the House without amendment on this point.®? 

Conferees were appointed by the Senate and House respectively on June 2 and 3. 
On June 11, they reported.°* As was expected, the advertising control provisions of 
the Senate bill were eliminated. The judicial review provision of the House bill was 
accepted after a revision which materially diminished the objections to that section.®* 

®The court might instead remand the case to the Secretary. A reading of this provision, together 
with the comment upon it contained in the committee’s report, H. R. Rep. No. 2139, 75th Cong., 3d Sess. 
(1937) 12, suggests that the committee doubted the constitutionality of the International Apple Asso- 
ciation’s desideratum of granting to the courts the power to judge the validity of regulations in the light of 
their own judgment as to the facts, but that the committee wished to shift the onus of restricting review 
to the courts. For I. A. A.’s position, see statement of R. G. Phillips (its secretary), House Hearings on 
S. §, 324-328. 

* Representatives Chapman (Ky.), O’Connell (Mont.), Mapes (Mich.), Wolverton (N. J.), Wolfenden 
(Pa.), and Holmes (Mass.). The minority views were reprinted in 83 Conc. Rec. 7778-7779 (1938). 

* Representative Mapes was the ranking Republican member of the committee and a valiant fighter 
for an adequate law. 

® For the text of the letter, see 83 Conc. Rec. 7779 (1938). 

% Id. 7892. 

” Federal Food and Drug Bill Condemned, (1938) 110 J. A. M. A. 1492. 

"The debate took place May 31 and June 1, 1938. 83 Conc. Rec. 7771-7799, 7889-7903 (1938). 

* Id. 7903. A motion to recommit was defeated, 27 to 59. Ibid. 

**For the conference report, with a statement of the managers on the part of the House, see H. R. 
Rep. No. 2716, 75th Cong., 3d Sess. (1938), reprinted in 83 Conc. Rec. 9088-9095 (1938). 


™ The section is discussed at length in Fuchs, The Formulation and Review of Regulations under the 
Food, Drug, and Cosmetic Act, infra, p. 43. 
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On the multiple seizure limitation, a compromise was reached which, in my opinion, 
renders it innocuous;®* the Senate restriction on venue in multiple seizure situations 
was also relaxed, to the advantage of enforcement.°* With few exceptions, the other 
changes made for a stronger law. 

The Senate agreed to the conference report without debate on June 10, 1938.97 
Three days later, after a flurry of protest from apple-minded Representatives, the 
House also agreed,®** and the long fight was over. The bill was signed by President 
Roosevelt on June 25, 1938. 

Before passing to a consideration of individual provisions of the new law ref- 
erence should be made to the drafting process in the later stages of the bill’s evolu- 
tion. The activities of the drafting group which prepared S. 1944 and had shared in 
its metamorphosis into S. 2000 came largely to an end in 1934. However, Senator 
Copeland kept in constant communication with the F & DA and consulted it in 
formulating amendatory provisions so as to adjust them so far as possible to its ob- 
jectives. To a lesser extent the F & DA was consulted by the House Committee. 
Liaison between the Hill and the F & DA was maintained chiefly through C. W. 
Crawford, in charge of its enforcement activities, to whom much credit must be 
given for keeping the consumer protection point of view before the committees. 
Another person who shared actively in the drafting work from S. 2000 on was Mr. Ole 
Salthe who had been in charge of food and drug law enforcement under Senator 
Copeland when the latter was Health Commissioner of New York City. Mr. Salthe, 
acting as adviser to Senator Copeland, brought to the task both a realistic knowledge 
of enforcement problems and a lively interest in consumer welfare. 

The legislative counsel of the House, Mr. Middleton Beaman, and his assistant, 
Mr. Allan H. Perley, were active in the revision of the bill in its last two years and 
succeeded in improving the measure very materially from the standpoint of form 
and clarity of expression. Moreover, it should not be supposed that the only amend- 
ments of value were those emanating from official sources. A number of proposals by 
counsel for companies and associations in the affected trades aided in ironing out 
difficulties which would have impaired compliance and enforcement, and in effecting 
compromises which preserved the major objectives of both groups. 


II 


In the succeeding portion of this article an effort will be made to indicate the 
content of the substantive provisions of the new Act relating to the adulteration and 
misbranding of foods, drugs, and cosmetics, together with a brief indication of the 


® Multiple seizure of a misbranded article is permitted where the article has been the subject of a prior 
judgment favorable to the United States or where the Secretary has probable cause to believe that the article 
is dangerous to health or that the “labeling is fraudulent, or, would be in a material respect misleading 
to the injury or damage of the purchaser or consumer.” §304(a), 21 U. S. C. §334(a). 

* The claimant can move for consolidation of the cases either in any district where one of the cases is 
pending or “in a district of reasonable proximity to the claimant's principal place of business.” §304(b), 
21 U. S. C. §334(b). The Senate provision had located venue at the place of business. 

83 Conca. Rec. 8738 (1938). 8 Id. gto1. 
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changes which they effected in the law and the deviations in their principal terms 
from the provisions appearing in S. 1944, the “Tugwell Bill,” and its successors. No 
attempt will be made to analyze in detail the provisions of the new law nor will the 
treatment of the legislative history of specific provisions be comprehensive.®® Not 
only did S. 1944 have a large number of lineal descendants, but each of these was 
subjected to a series of amendments during the course of its consideration in com- 
mittee. “Committee print” followed “committee print,” as many as ten such prints 
being required for a single bill.1°° Many of the changes were primarily formal but 
most had some substantive significance. To trace these permutations in detail would 
require a monograph almost the length of this symposium, and it may be doubted 
whether such a treatment would be of any value save in a study of the operation of 
pressure groups upon pending legislation. 

Precedent to a summary of the substantive provisions of the Act, it is important 
to explain their relation to the measure as a whole. The Act, after a preliminary 
chapter of definitions, contains a chapter enumerating the acts it prohibits and the 
penalties for violation. ‘This chapter is discussed in detail in another article in this 
symposium.’° It suffices here to say that the principal act prohibited by the statute 
is the introduction into interstate commerce “of any food, drug, device, or cosmetic 
that is adulterated or misbranded.”?°? The succeeding chapters comprise, essentially, 
definitions of what constitutes an adulterated or misbranded food, drug or cosmetic, 
a chapter being devoted to each commodity.’°* These chapters are followed by a 
chapter entitled “General Administrative Provisions,” a chapter dealing with imports 
and exports, and a final chapter entitled “Miscellaneous” grouping customary pro- 
visions relating to separability of provisions, the effective date of the Act (June 25, 
1939—Wwith important exceptions) ,’°* and the laws repealed or left unaffected by the 
Act’s adoption. 

No attempt will be made herein to trace the evolution of the advertising pro- 
visions which were ultimately excluded from the bill. However, it may be said that 
the provisions defining false advertising originally in S. 1944 were the same as the 
general definition of misbranding contained in the sections defining misbranding of 
foods, drugs, devices, and cosmetics, and that the changes made in those sections were 
reflected by similar changes in the advertising sections. One exception must be made 
to this generalization. The section on false advertising of drugs included in S. 1944, a 
paragraph defining as false for the purposes of the Act any advertisement of a drug 
representing it to have any effect in the treatment of any of 36 named diseases.1% 


® In some instances, I shall note arguments advanced for or against this or that change. In no instance 
can the discussion be exhaustive. The reader who wishes more information should consult the reports of 
the four Congressional hearings. 1 See 79 Conc. Rec. 5219 (1935). 

Lee, The Enforcement Provisions of the Food, Drug, and Cosmetic Act, infra. p. 70. 

18 §301(a), 21 U. S. C. §331(a). 

Chapter IV deals with food; Chapter V, with drugs, and Chapter VI, with cosmetics. It is upon 
these chapters that attention will be focused in the remainder of this article. 

“The provisions applicable to dangerous drugs, §502(j), 21 U. S. C. §352(j), mew drugs, §505, 21 
id. §355, and injurious cosmetics, §601(a), 21 id, §361(a), took effect upon approval of the Act. 

* S. 1944, §9(c). 
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Power was given to the Secretary to withdraw from and add to the list of diseases 
by regulation. Advertisements of remedies for these diseases were excepted if dis- 
seminated solely to members of the medical and pharmacological professions and 
appearing in scientific periodicals, It was this section which was most often cited to 
prove the sinister designs of Mr. Tugwell against self-medication. In my opinion the 
section would have been almost equally efficacious if the list of diseases had been 
confined to perhaps ten ailments for which no reputable periodical would accept 
advertising’® and the Secretary had been denied power to add to the list. Ultimately 
such a modification was made,’ and, thus modified, the provision would doubtless 
have been included in the Act if the F & DA had been given regulatory power over 
advertising. 

Reference should be made at this point to a distinction which is important for 
the understanding of the provisions of the Act, viz., a difference between the term 
“label” and the term “labeling.” “Label” is defined to mean “a display of written, 
printed, or graphic matter upon the immediate container of any article” and also 
upon the outside container or wrapper, if any, unless this is transparent.1°® With one 
exception,’°® where the Act requires the presence of any statement for the protection 
of the consumer this statement must appear on the label. 

“Labeling” includes “labels” but also extends to “other written, printed or graphic 
matter (1) upon any article and any of its containers and wrappers, or (2) accom- 
panying such article.”""° Prohibitions against misbranding by false and misleading 
statements relate to statements appearing on the “labeling” of the article and not 
merely upon its label. This differentiation, with some formal changes, was main- 
tained throughout the succession of bills. 

The requirements for affirmative disclosures on labels are reinforced by the re- 
quirement that the information appear “with such conspicuousness (as compared 
with other words, statements, designs or devices of the labeling) and in such terms 
as to render it likely to be read and understood by the ordinary individual under 
customary conditions of purchase and use.”1*! This requirement was made by 
S. 1944, but its phrasing was improved in the course of the evolution of the measure. 


In the bill reported by the House committee on April 14, 1938, there appeared for 
the first time in the chapter on definitions a provision of general applicability to mis- 
branding which was included in the enacted law and which may prove one of its 
most important sections. This provision, Section 201(n), provides that, in determin- 
ing whether labeling is misleading there shall be taken into account not only the 


Such a list would have covered 90% of the cases where the rigorous operation of this provision was 
important. 

7 The list included in S. 5 as it passed the Senate in 1935 and 1937 comprised Bright’s disease, cancer, 
tuberculosis, poliomyelitis, venereal diseases, and heart and vascular diseases. 

1 §201(k), 21 U. S. C. §321(k). 

™ In the case of directions for use or warnings against dangerous uses, §502(f), 21 id. §352(f), the 
length of the matter being normally such as to render resort to the labeling essential. 

4° §201(m), 21 id. §321(m). 

™ §§403(f), 502(c), 602(c), 21 id. §§343(f), 352(c), 362(c). 
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“representations made or suggested” but “also the extent to which the labeling fails 
to reveal facts material in the light of such representations or”—and this seems to me 
especially significant—“material with respect to consequences which may result from 
the use of the article ... under the conditions of use prescribed in the labeling . . . or 
such ...as are customary or usual.” This provision constitutes not only a guide to 
the F & DA and the courts in the interpretation and application of the Act but also a 
warning to the industries that informative labeling is essential to safety from prosecu- 
tion or seizure. Reference to this provision will be made in connection with those 
other sections which it serves to supplement most importantly. 

With respect to a number of label requirements the Secretary is given power to 
make regulations exempting products from the requirement either where compliance 
is not necessary for the public health or where it is impracticable.1!? A broader 
exemption provision confers power on the Secretary to exempt by regulation goods 
in transit between processing and packing establishments, the exemption to be con- 
ditioned upon compliance with the Act when the goods are removed for distribu- 
tion.17% 

It is, of course, inaccurate to say that any section merely defining adulteration or 
misbranding prohibits the adulteration or misbranding defined. Since, however, 
strict accuracy of expression would be costly in words, in the discussion which fol- 
lows I have referred at times to these sections as prohibiting offenses of which they 
merely define a basic element. 

Foop 

1. Definition. The definition of “food”!"* was subject to complete revision during 
the evolution of the Act, but the changes were of a formal character only. 

2. Food Definitions and Standards. No authorization was given in the 1906 Act 
for the establishment of definitions and standards of identity for foods,’*® but since 
it is an intellectual impossibility to determine, without reference to some definition 
or standard, whether a food is adulterated or misdescribed in a label, the F & DA 
found it essential to set up administrative definitions and standards of identity. These 
did not have the force and effect of law and, in the case of contest, a different criterion 
from that fixed by the F & DA could be urged by the defendant. The new Act*?® 
authorizes the fixing of definitions and standards of identity having the effect of law 
and thereby greatly simplifies enforcement of provisions dependent thereon. The 
only major objection to this provision came from fruit and vegetable interests who 
protested that such standards were not necessary for their products and might create 
conflict with state grading and standardizing laws. The point was carried, and 
exception made of all such products except avocadoes, cantaloupes, citrus fruits, and 


2 Reference will be made to these exemptions in connection with the sections which they qualify. 

8 §§405, 503(a), 603, 21 U. S. C. §§345, 353(a), 363. 

™4 §201(f), 21 #d. §321(f): “(1) articles used for food or drink for man or other animals, (2) chewing 
gum, and (3) articles used for components of any such article.” 

“5 A special statutory standard of identity for butter was enacted in 1923. 42 Stat. 1500 (1923), 21 
U. S. C. §6. This was left intact by the new Act. §902(a), 21 id. §392(a). 

4° § 401, 21 id. §341. 
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melons, as to which the Secretary was empowered to fix definitions and standards 
of identity relating only to maturity and the effects of freezing.117 

Reference has already been made to the issue raised by the provision in S. 1944 
authorizing the establishment of more than one standard of quality for any given 
food. In 1930, the McNary-Mapes Amendment had authorized the fixing of one 
such standard for canned foods, products falling below the standard being required 
to indicate that fact on the label.14® No opposition arose to the extension of this pro- 
vision to all foods (except from the fresh fruit and vegetable producers whose oppo- 
sition prevailed to the degree noted above) but the grant of power to establish what 
in effect would be a government grading system for food products was bitterly 
fought. Victory was won by the opposition as early as S. 2800 in 1934, and the enacted 
law permits the establishment only of “a reasonable standard of quality.”11® 

The chief grounds of attack were twofold: (1) Multiple standards of quality 
could not be based on objectively determinable criteria and hence enforcement and 
compliance would alike be impracticable. (2) Such standards were economically dis- 
advantageous as destroying the guidance to the consumer of established and respected 
brand names,!?° and as ruinous to the good will of the producers of such brands, 
and as detrimental to publishers dependent on brand name advertising. 

That no small measure of truth inhered in the first ground of objection cannot be 
denied. The only answer that could be made was that the promulgation of standards 
would have to proceed only as fast as objectively determinable criteria were de- 
veloped. A requirement that standards be of this character was actually written into 
S. 2000.21. The second objection raised an issue of values on which difference of 
opinion was inevitable, even in the industry itself where the rivalry of “national” and 
“private” brands has led to controversy in a variety of fields. The victory of the “na- 
tional” brands and their publisher allies represents the only major defeat of the pro- 
ponents of the bill in the food field. But with the continuation of consumer interest 
in grading of food products, it seems safe to predict that the end is not yet. 

Authority to promulgate standards of fill of containers was also written into the 
new Act,!?? with safeguards to assure recognition in such standards of natural shrink- 
age and of protective packing. Argument centered chiefly on the scope and phrasing 
of these safeguards. 


"" Ibid. 

48 46 Stat. 1019 (1930), 21 U. S. C. §10, “Foods,” par. 5. 

4° The same phrase was used in the McNary-Mapes Amendment. Foods falling below the standard 
are, roughly, those which might be rated “D” in a grading system. They are wholesome and not 
adulterated. The Amendment limited the classes for which standards might be set to “generic” classes. 
The new Act omits this restriction but directs the Secretary to make “‘due allowance” for ‘“‘the differing 
characteristics of the several varieties of such fruit or vegetable.” 

It was argued that competitive considerations would compel producers to hold their products down 
to the minimum demanded for compliance with a given grade, since consumers would assume that all 
products of that grade were identical in quality. 

71 §11. Unless the criteria used were of this character the provision would probably be unconstitu- 
tional by reason of uncertainty. The F & DA, in enforcing the McNary-Mapes Amendment, had developed 
a number of ingenious testing devices for solving this problem. 

12 §401, 21 U.S. C. §341. 











Tue Foop, Druc, anp Cosmetic Act oF 1938 27 


3. Adulteration of Food 


a) Poisonous, Insanitary, Etc., Ingredients. The prohibitions against any food 
containing a poisonous ingredient which may render it injurious to health and those 
against insanitary ingredients were carried over with little change from the old Act. 
The chief additions made by S. 1944 (which were preserved without significant 
change’**) were designed to prohibit foods containing poisons naturally present as 
well as added poisonous ingredients, foods prepared or packed under such conditions 
as might render them contaminated or otherwise injurious, and foods packed in 
containers so composed that they might render the contents injurious. 

b) Tolerances for Unavoidable Poisonous Ingredients. The section discussed in 
the preceding paragraph is directly linked to the section’** authorizing the Secretary 
to establish tolerances for unavoidable poisonous ingredients in foods by a clause in 
the former prohibiting the presence of added poisonous ingredients if declared “un- 
safe” by regulation under the latter section. The section defining the Secretary's 
powers was constantly revised during the evolution of the measure, but in the end 
did not greatly differ from that in S. 1944.7°° The major battle arising from this 
provision was fought on the issue of judicial review and was described earlier in this 
article. 

c) Absence, Substitution or Addition of Constituents. ‘This section’*® strengthened 
the old Act chiefly through the addition of a broad clause prohibiting the introduc- 
tion of any substance added to make “the product appear better or of greater value 
than it is,” a more rigorous restatement of the like clause in S. 1944,7°7 “. . . or create 
a deceptive appearance,” which had aroused some apprehension by reason of its 
generality. 

d) Uncertified Coal-Tar Coloring. This section'*® prohibits the use in food 
products of coal-tar coloring except where the colors have been listed in regulations 
as harmless and come from batches certified by the F & DA under authority con- 
ferred by another section.!°® These sections give legal sanction to a practice de- 
veloped by the F & DA without statutory authority, which had proved beneficial to 
all interested parties. 

e) Confectionery containing Alcohol or Non-nutritive Substances. The old Act 
listed certain non-nutritive substances and alcohol, the presence of which would 
render the product adulterated.1*° This list was inadequate, especially in that it 
failed to cover the practice of placing tiny toys and trinkets in children’s candy, 
which may cause injury or death when swallowed. The new provision'** bars alco- 
hol (up to .5%) and non-nutritive substances except harmless coloring, flavoring, 
resinous glaze (up to .4%), natural gum and pectin. The principal controversy arose 
as to the last three ingredients, and the present provisions as to them represent a 


43 §402(a), 21 id. §342(a). 


14 §406(a), 21 id. §346(a). = rr. 
1% §402(b), 21 U. S. C. §342(b). 7 §4(d). 
128 § 402(d), 21 U. S. C. §342(d). 2 §406(b), 21 id. §346(b). 


7 §8, “Confectionery,” 21 id. §8. 1 §402(d), 21 id. §342(d). 
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concession from S. 1944. To preserve the status of chewing gum, a proviso was added 
permitting the use therein of harmless non-nutritive masticatory substances. 


4. Misbranding of Foods 

a) False or Misleading Labeling. The brief provision’*? declaring a food mis- 
branded if its labeling is “false or misleading in any particular” repeats the language 
of the old Act.1** The language of S. 19441** which aroused the bitter criticism de- 
scribed earlier in the article, was intended, and doubtless would have been held, to 
mean the same as the language finally retained, especially when that language is 
read in the light of Section :201(n).1° Persistent efforts were made to introduce 
qualifying terms into this definition, e.g., “material” before “particular.”1°° It is not 
improbable that the Act will be interpreted and administered as if many of the 
various qualifications proposed were present in its language. But, had they been 
expressed therein, they would have constituted an invitation to laxity in compliance. 
Moreover, defense counsel would have utilized them to great advantage in persuad- 
ing juries to regard misleading statements as inconsequential.’** They gained admis- 
sion to none of the reported bills.1** 

b) Provisions Relating to Identity and Ingredients of Foods. Deception with re- 
spect to foods is most frequently effected through creating the impression that a 
product is a commonly-known food when it does not in fact contain the ingredients 
which may properly be expected of that food. The tactic may result in both adultera- 
tion and misbranding. Suppose tea-seed oil is added to olive oil and the mixture 
labeled “olive oil.” Here both offenses are clearly present. Yet tea-seed oil is harmless 
and its presence cannot easily be detected. It should be possible to market such a 
compound so long as the public is not deceived. 

The old Act had sought to escape this difficulty by providing that harmless “mix- 
tures or compounds” might be offered for sale under their own “distinctive names,” 
provided that an article was not “an imitation of or offered for sale under the dis- 
tinctive name of another article” and, in the case of a compound, imitation or blend 
of foods not sold under a distinctive name, that the word “compound,” “imitation” 
or “blend” plainly appear on the label.1%® 

This solution provided a convenient loophole for evasion of the Act. To return 

2 §403(a), 21 id. §343(a). 8 §8, “Food,” par. 4, 21 id. §1o. 

™ “Tf its labeling is in any particular false, or by ambiguity or inference creates a misleading impres- 
sion...” §6(a). 

%® For a quotation from this section, see pp. 24-25, supra. 

* Another qualification which received considerable support was that appearing in the McCarran- 
Jenckes bill, S. 2858, 73d Cong., 2d Sess. (1934), $5(a): “(1) If its label is false in any particular; or 
(2) if its label, while not false, is actually or injuriously misleading to the purchasing public, in any par- 
ticular.” (Italics added.) 

™' The dangers in such language are presented more fully in Cavers, Letter to the Editor (1934) 166 
Printers’ Inx, No. 1, p. 21; Handler, The Control of False Advertising under the Wheeler-Lea Act, infra, 
at pp. 97-101. 

* The definition of “false advertising” in S. 5 as it passed the Senate in 1935 added after “particular” 
the following: “relevant to the purposes of this Act regarding such food, drug, or cosmetic.” S. 5, 74th 
Cong., 2d Sess. (1935) §601(a). This was omitted from S. 5 in 1937. 

™ §8, “Foods”; 21 U. S. C. §1o. 
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to the example given above, adulterated olive oil could be sold as, say, “Spanola—For 
Salads,” in an olive-hued can resembling those used for genuine olive oil, and an 
undiscriminating public would purchase it without any awareness that the distinc- 
tive name meant an inferior product. The effort to meet tactics of this sort resulted 
in the inclusion in the new Act of a number of provisions directed against misbrand- 
ing in order to supplement those prohibiting adulteration. 

The offering of one food for sale under the name of another is prohibited, unless 
clearly marked “imitation.”"*° If a statutory definition and standard of identity is 
fixed by regulation for a food, then a product which “purports to be or is represented 
as” such food must meet the criteria prescribed.'* Clearly the olive and tea-seed oil 
mixture would not meet any definition of identity which might be fixed for olive oil, 
and, if labeled “olive oil” (omitting “imitation”) would be in violation of the pro- 
vision. However, in the case of the hypothetical “Spanola,” there would be a difficult 
question whether it purported to be, or was represented as, olive oil. But if it were 
not deemed subject to this provision, then clearly it would be subject to the new pro- 
vision'*? requiring that a fabricated food for which no definition and standard of 
identity has been prescribed must be labeled with “the common or usual name of 
the food, if any there be” and of each ingredient it contains (spices, flavorings, and 
colorings being designated generically). Thus, “Spanola,” if deemed not to be offered 
as olive oil, would have to bear a label stating the presence of its two ingredients, 
olive oil and tea-seed oil. 

Where a standard of quality is fixed for the food, then a food falling below that 
standard must be labeled as sub-standard or be held misbranded.1** 

All the foregoing provisions were included in substance in S. 1944.'** The section 
requiring the label declaration of ingredients of non-standardized, fabricated foods 
was the source of greatest controversy. In its original form this requirement called 
for the listing of ingredients “in order of predominance by weight.”!4° The opposi- 
tion, in which “Ovaltine” was prominent, insisted that the provision had no con- 
sumer value, that compliance in cases of shifting ingredients would be impracticable, 
and that competitors would utilize the disclosure to appropriate good will earned by 
established products. Proponents of the measure argued that not only was the pro- 
vision important for the protection of the consumer against fraud but also that it had 

™ § 403(b), (c), 21 id. §343(b), (c). The word “imitation” must immediately precede the name of the 
food imitated and be in letters of the same size and prominence. 

™1 §403(g), 21 id. §343(g). The label must bear the name of the food prescribed in the regulation. 
This provision may be important. As definitions and standards of identity are extended into the increas- 
ingly important field of fabricated foods, the use of the prescribed name will diminish the seductiveness of 
names coined to make the ordinary seem unique. 

Where the definition permits the use of certain optional ingredients, as authorized in §401, 21 id. §341, 
the regulation .may require a label declaration of their presence. 

* §403(i), 21 id. §343(i). A proviso authorizes the Secretary to make exemptions from the listing 
requirement where compliance “is impractical, or results in deception or unfair competition.” 

48 §403(h)(1), 21 id. §343(h)(1). The fact that the product is substandard. must be stated as pre- 


scribed in the regulation. 
™ As has been stated, S. 1944 made provision for more than one standard of quality. 


™S. 1944, §7(£). 
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value from a public health standpoint; that the countless sufferers from allergies 
should have a means of knowing what was contained in the food sold to them. The 
opposition never secured more than the excision of the clause as to the order of 
naming ingredients, a requirement of some value to the consumer but adding greatly 
to the burden of compliance and enforcement.1*® 

No special provision was contained in S. 1944 requiring declaration of the 
presence of artificial flavors, colors, and preservatives, reliance being placed on other 
provisions to achieve that end. In 1935, however, such a requirement was wisely 
introduced in S. 5, and, with minor modifications, was included in the enacted 
law.'*7 The practice of coloring oranges with coal-tar dyes gave rise to lively sec- 
tional strife between Florida (where it prevailed) and California whose citrus fruit 
growers were happily able to protect at once both the consumer and their natural 
competitive advantage.’48 

c) Food for Special Dietary Uses. With the requirement that ingredients of 
fabricated foods be disclosed, S. 1944 coupled a broad grant of power to the Secretary 
to require by regulation “such further information” on labels “as he may deem neces- 
sary to protect the public from deception.” In S. 2000 this power was narrowed and 
directed against the specific field where the need for it was greatest: foods offered 
for special dietary uses. The revised provision was retained in substance in the 
enacted law. The Secretary may by regulation require label disclosure of information 
concerning the “vitamin, mineral, and other dietary properties” of any such food 
where “necessary in order fully to inform purchasers as to its value for such uses.”**®* 

d) Provisions as to Containers. Packaged foods were required by the old Act, as 
amended, to state the quantity of the contents “plainly and conspicuously” on the 
package “in terms of weight, measure or numerical count.”1*° Advantage was taken 
of the consumer’s tendency to judge quantity by the size of the package rather than 
by the printed declaration, by slack-filling large packages or using misleadingly de- 
signed containers, tactics against which the F & DA was powerless.°° The new Act 
declares a food misbranded “if its container is so made, formed, or filled as to be 
misleading.” The requirement of declaration of quantity is preserved, but to it is 
added the new requirement that the label bear “the name and place of business of 
the manufacturer, packer, or distributor.”15* Authority is also given to the Secretary 

© Ouaere, whether the addition of a minute quantity of a valuable ingredient to render the list more 
impressive, without disclosure that the quantity added was nominal, would not render the label declaration 
misleading in view of §201(n), 21 U. S. C. §321(n), quoted supra, pp. 24-25. Cf. note 142, supra. 

“7 § 403(k), 21 U. S. C. §343(k). The Secretary is empowered to make exemptions where compliance 
is impracticable. Butter, cheese, and ice cream are relieved of the obligation to declare artificial coloring. 

8 Dyed Florida oranges will have to be stamped “Color Added” or be in violation of both this section 
and the adulteration section forbidding the addition of substances to make a “product appear better . . . 
than it is.” §402(b)(4), 21 id. §342(b)(4). The “ethylene gas process” which hastens bringing the fruit 
to its natural color will be legal, however. 

488 § 403(j), 21 U. S. C. §343(j).  §8, “Foods,” par. 3, 21 U. S. C. §10. 

* For examples, see LamB, AMERICAN CHAMBER OF Horrors, ¢. 7. 

1 §403(d), 21 U. S. C. §343(d). 


% §403(e), 21 id. §343(e). Reasonable variations shall be permitted, and exemptions granted to small 
packages, by regulation, as. was the case under the old Act. 
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to prescribe standards of fill of containers,‘®* and deviation from any such standard 
constitutes misbranding, unless disclosed.154 

5. Emergency Permit Control. Although the provision in the new law giving 
power to the Secretary to establish a licensing system for the interstate shipment of 
food produced under certain circumstances is discussed in another article in this 
symposium?®® brief reference will be made to it here. In the administration of the 
old Act the F & DA had found difficulty in coping with situations which occasionally 
arose in which food products, notably crabmeat and oysters, had become contami- 
nated by micro-organisms during processing and packing. The rapid distribution 
of the product made it virtually impossible to inspect and seize contaminated prod- 
ucts after shipment. Accordingly a provision was inserted in S. 1944'** authorizing 
the Secretary, in such situations, to issue regulations governing the conditions of 
manufacture, processing, and packing necessary to protect the public health and re- 
quiring establishments subject to those regulations to hold permits conditioned on 
compliance therewith. Despite the restricted function of this provision, it was viewed 
by the food industry with many misgivings. These were allayed by revisions of the 
section rendering more specific the conditions under which the power could be 
exercised, without, however, impairing the efficacy of the provision in the situations 
where its use had been contemplated. Thus revised, the section was enacted.157 

S. 1944 also provided*** that the Secretary might, in his discretion, establish a 
“voluntary inspection service” at the plant of any producer (of foods, drugs, or cos- 
metics) applying therefor. Inspected products might be marked to show conformity 
to the Act. Costs of inspection were to be met by fees. This provision aroused vigor- 
ous opposition. Once some producers were granted the service, it was argued, com- 
petition would require others to adopt it. The opposition brought about the exclusion 
of the provision from S. 2000. I do not regret the step for the section was an inad- 
equate basis for an undertaking of the magnitude it envisaged. Provision for service 
of this sort should be devised for specific industries and extended to them as the need 
develops. The 1934 Seafood Amendment'®® exemplifies the preferable procedure. 


Drucs anp Devices 


1. Definitions. The definition of “drug” in the old Act?®° was defective in two 
respects. It did not cover (1) products designed to affect the structure or functioning 
of the body where disease was not involved’®* or (2) mechanical devices used either 
for such purposes?® or in the diagnosis or treatment of disease.’®* Consequently the 


8 §401, 21 id. §341. In 1930, this power was given, as to canned foods, by the McNary-Mapes 


Amendment, supra note 118. 4 §403(h)(2), 21 #d. §343(h)(2). 
%® See Lee, The Enforcement Provisions of the Food, Drug, and Cosmetic Act, infra, pp. 89-90. 
$12. 78 404, 21 U.S. C. §344. 
me 


™ 48 Sra. 1204 (1934), am’d, 49 Stat. 871 (1935), 21 U. S. C..A. §372a (Supp. 1938). This is 
described in Lee, supra note 155, at p. 88, infra. The service has functioned successfully in the shrimp- 
packing industry, and provision is made for its continuance in the new Act. §902(a), 21 U. S. C. §392(a). 

2 §6, 21 id. §7. 161 F.g., obesity “cures.” 

1® F.g., nose and limb “straighteners.” 1 E.g., diathermic devices. 
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F & DA was powerless to combat a host of both types of products which appeared on 
the market under misleading claims and which in some instances were positively 
dangerous to the user. Accordingly the term “drug” was redefined in S. 1944 so as to 
include these products. The simple tactic, far from uncommon in statutory definition, 
of giving a special meaning to an ordinary term, evoked unexpected opposition,’ 
and ultimately separate definitions were provided for “drug” and “device.”1®° The 
introduction of the provision regulating the use of new drugs required a special 
definition for the term “new drug.”1°¢ 


2. Adulterated Drugs and Devices'®* 

Under the old Act a drug was adulterated only if its “strength or purity” fell be- 
low the “professed standard or quality” under which it was sold*® or, in the case of 
“a drug sold under or by a name recognized in the U. S. Pharmacopoeia or National 
Formulary,” if the drug differed from the “standard of strength, quality or purity as 
determined by the test laid down” in the appropriate work.1®° However, a drug de- 
fined in either of these “official” compendia’™® was not adulterated if a standard 
different from that contained in the compendium was plainly stated on the container 
and the drug met that standard.17! 

These provisions were inadequate in several respects to achieve their purpose of 
assuring uniformity in standard drug products.’"? In the first place, the Homoeo- 
pathic Pharmacopoeia was omitted, and hence homoeopathic drugs were not accorded 
this protection. This omission was corrected in S. 2000 and succeeding bills.17* The 
provision enabling a manufacturer to deviate from the official standard provided he 
merely set forth the standard which he had adopted did much to destroy the efficacy 
of the section. The disclosure of the standard adopted was meaningless unless the 


4 Osteopaths and chiropractors, licensed to use devices but not drugs, professed great alarm. Senator 
Clark found the definition “ridiculous, absurd, and asinine.” 79 Conc. Rec. 4844 (1935). 

1% “Drug,” §201(g), 21 U. S.C. §321(g); “Device,” §201(h), 21 id. §321(h). 

3 A “new drug,” §201(p), 21 id. §321(p), is a drug (1) which has not become generally recognized 
by qualified experts as safe for use under the conditions of use indicated in its labeling (excepting any 
drug previously subject to the Act as regards conditions of use for which it then had been represented) or 
(2) which has been found safe in investigations but which has not been actually used for a material extent 
or time under the conditions of use indicated. 

** The term “drug” will be used hereinafter to refer to both drugs and devices. However, “devices” 
are not covered by certain of the provisions, discussed below, relating to pharmacopocial products, adultera- 
tion by admixture of ingredients, habit-forming substances, declaration of ingredients, packaging, de- 
teriorating drugs, and new drugs. 

7 §7, “Drugs,” par. 2, 21 U. S. C. §8. 3 Id. par. 1. 

* The term “official compendium” was adopted as a means of convenient reference to these works and 
is defined in the new Act to mean the United States Pharmacopoeia, the Homoeopathic Pharmacopoeia, 
and the National Formulary, and their supplements. §201(j), 21 U. S. C. §321(j). They are the publica- 
tions of unofficial bodies, however, and the constitutionality of giving legal effect to their standards has 
been questioned. See Hoge, An Appraisal of the New Drug and Cosmetic Legislation from the Viewpoint 
of those Industries, infra, at pp. 117-118. 

1 §7, “Drugs,” par. 2, 21 U. S. C. §8. Where a drug is recognized in both the U. S. and the 
Homoeopathic Pharmacopocias the standards of the former are to be applied unless the drug is sold as a 
homoeopathic drug. 

™U. S. P. drugs “represent from 70 to 80 percent of the medicines prescribed by physicians in the 
United States today.” Testimony of Dr. E. F. Cook, Chm., Committee of Revision, U. S. P., Hearings on 
S. 2800, at 188. 8 See note 170, supra. 
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person using the product could check the standard disclosed. against the Pharma- 
copoeia or Formulary. Accordingly, the requirement was made in S. 1944 and carried 
into the law that the label show wherein the drug differed from the official 
standard.!*4 

The third weakness lay in the fact that the tests prescribed in the compendia by 
which compliance with their prescribed standards of strength, quality, and purity 
were to be determined, were often inadequate for enforcement purposes, especially in 
that they did not always reveal deviations from the official formula or descriptions of 
the drugs to be tested. Hence a drug which, by the prescribed tests, would meet the 
prescribed standards, might be made of different ingredients than those called for in 
the official formula. Advantage had been taken of this situation by manufacturers, 
sometimes to utilize cheaper ingredients, often to differentiate their products from 
the standard so as to afford basis for claims of improvement. Some of these changes 
did constitute improvements; others were of little or no consequence; and there was 
always the possibility that the new ingredients would not have the same physiologic 
effects as the old. 

To assure the advantage of standardization, it was thought necessary to compel 
drug manufacturers to choose either to comply with the official formulae as well as 
standards or to cease offering their deviating products as official drugs. Accordingly, 
S. 1944 contained a provision requiring compliance, in the case of official drugs, with 
the official formulae or descriptions as well as with the prescribed standards.1*® 
Further, it authorized the Secretary to establish by regulation new tests and methods 
of assay where those prescribed were found insufficient.1*® 

The principal attack on these provisions was directed to the requirement that a 
drug meet the official description or formula. The Parke-Davis Co., whose views 
were pressed by Senator Vandenberg,!"" led the opposition which, however, did not 
include all the pharmaceutical manufacturers.'7® Ultimately the offending clause was 
stricken from the bill, but only minor changes were made in the rest of the section.?"® 
Whether the deletion of this clause will be consequential depends on the interpreta- 
tion to be placed on a succeeding provision which defines as adulterated a drug in 
which “any substance has been . . . substituted wholly or in part therefor.”1®° This 
provision, not in the old Act, may be held applicable where it can be shown that 
new ingredients have been substituted in standard drugs for those prescribed in the 
official formulae. 

In addition to the above requirements the definition of adulterated drugs and 


™ §s01(b), 21 U. S. C. §351(b). ™® §4(b). 

*% This power was subsequently conditioned by the requirement that the Secretary first request revision 
of the appropriate publication board and that it fail to act within a reasonable time. §501(b), 21 
U. S.C. §351(b). 

“7 Senator Vandenberg even introduced an amendment which would have relieved the manufacturer 
from stating wherein the drug differed from the official standards of strength, quality, and purity, but the 
amendment was rejected. 79 Conc. REc. 4907-4910 (1935). 

8 See, e.g., testimony of J. P. Snyder, Norwich Pharmacal Co., Hearings on S. 2800, at 149; cf. brief 
of Dr. J. F. Anderson, E. R. Squibb & Sons., id. at 616. 

* For one such change, see note 176, supra. ™ §s501(d), 21 U. S. C. §351(d). 
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devices is extended to cover products containing insanitary ingredients, prepared 
under insanitary conditions, or packed in containers composed of any poisonous or 
deleterious substance which may render the product itself injurious.’® Coal-tar 
colors used for coloring purposes must be certified.*®? 


3. Misbranding of Drugs and Devices by False or Misleading Labeling 


The new Act?®* preserves the broad definition of misbranding contained in the 
old Act,'** viz., “false or misleading in any particular.” S. 1944 had utilized for 
drugs the same definition of falsity that aroused so much opposition in the case of 
foods,'®* but this language was eliminated in S. 2000 and the clause set forth above 
substituted. In the old Act, however, this definition was supplemented by a special 
requirement, applicable to therapeutic claims, which had been added in 1912 by the 
Sherley Amendment and which compelled proof that claims were both “false and 
fraudulent.” This provision in effect accorded a license to the ignorant nostrum 
vendor who sold inefficacious drugs in good faith. Moreover, fraud is always difficult 
to prove, and the F & DA was driven to elaborate investigations and costly trials to 
secure even the seizure of drugs for which outrageous label claims were made.1®* 
But since the truth or falsity of therapeutic claims must often rest on opinion evidence 
and since expert opinion may differ, it was felt essential to provide a criterion of 
opinion evidence sufficiently definite to avoid the risk that the provision would be 
held unconstitutional for want of certainty.’8* In S. 1944, therefore, the general 
definition of misbranding was supplemented, as to drugs, by the following: “if its 
labeling bears any representation, directly or by ambiguity or inference, concerning 
the effect of such drug which is contrary to the general agreement of medical opin- 
ion.”8® Where ‘no such agreement existed, of course the government’s burden of 
proof could not be sustained. With respect to most claims which called for prosecu- 
tion, general agreement could normally be anticipated, but recognition of the fact 
that, as to new products, medical opinion might not have crystallized, resulted in the 
addition, in S. 2000, of an alternative criterion, “demonstrable scientific facts.” 
This was retained in S. 5 as introduced in 1935, and passed by the Senate that year 
with minor changes.’*? In S. 5, 1937 model, however, the provision was completely 
eliminated and did not reappear in the bill. 

481 §s01(a), 21 id. §351(a). 

12 Ibid. 188 §502(a), 21 id. §352(a). 

14 §8, 21 id. §o. * See note 134, supra. 

3% 37 Stat. 416 (1912), 21 U. S. C. §10, “Drugs,” par. 3. 

"7 An outstanding example was the “B & M” case which cost the government $75,000 and took ten 
years time to drive fraudulent tuberculosis claims off the label of a medicament which, starting its career 
as a horse-liniment, evolved into a “cure” for almost all conceivable human ills. The case is graphically 
described in Lamp, AMERICAN CHAMBER OF Horrors, 40-58. 

*8 A line of Supreme Court cases indicate that a statute subjecting a person to criminal liability for 
making claims as to which there exists a genuine difference of opinion would be held unconstitutional. 
U. S. v. Johnson, 221 U. S. 488 (1911); Seven Cases Eckman’s Alterative v. U. S., 239 U. S. 510 (1916); 
cf. American School of Magnetic Healing v. McAnnulty, 187 U. S. 94 (1902). 


™ §8(a)(2). 
1 §6(a). 182 § 402(a). 











Tue Foop, Druc, anp Cosmetic Act oF 1938 35 


Concern was not felt that this omission would cause constitutional objection in 
cases where medical opinion agreed, or scientific fact demonstrated, that the claims 
at issue were false, but the risk that the defendant might produce one or two experts 
whose opinion ran counter to the great weight of scientific opinion was still present. 
The inclusion of Section 201(n) in S.5, as reported by the House committee in 1938, 
was thought to meet this difficulty. That section, as may be recalled,’®* requires dis- 
closure of those material facts essential to prevent representations from being mis- 
leading. Where claims for a product are not generally supported by medical opinion, 
the fact that some expert opinion supports them will prevent them from being held 
false, but unless the prevailing opinion contrary to those claims is disclosed, the 
labeling can properly be regarded as misleading. Through full disclosure the man- 
ufacturer can protect himself against the uncertainties of opinion evidence—and in 
so doing protect the public as well.’ 

A further requirement as to therapeutic claims was made in S. 1944. Drugs are all 
too frequently labeled “for the treatment of” or “for use in cases of” diseases named 
on the label when the only efficacy the drugs have with respect to the named diseases 
is in the palliation of symptoms, often minor ones. Yet the label statement is not 
false and cannot easily be proved to be misleading. If the sufferer is to be protected 
from reliance upon a palliative which he believes to be a cure for the disease named, 
some affirmative disclosure of the limitations of the drug’s effect is necessary. This 
protection S. 1944 sought to afford by providing’®* that “if the labeling bears the 
name of any disease for which the drug is not a specific one but is a palliative,” then 
the drug is misbranded if its labeling “fails to bear in juxtaposition with such name 
and in letters of the same size and prominence a statement that the drug is not a 
cure for such disease.” 

The protests against this provision were equalled in poignancy by those aroused 
by few other sections.'®® It was pointed out that few drugs were specific cures and 
that hence the requirement would be applicable to most products. The trade feared 
that the public would infer from the statement that the drug was not a cure that it 
was therefore valueless. The requirement as to the size and place of the statement 
was attacked as impracticable. 

This outcry led to a modification in S. 2000, the affirmative disclosure required 
being “a plain and conspicuous statement, so placed as to be readily observable where 
such name occurs, indicating that the drug is a palliative and how the palliation is 
effected.”!®° This change palliated but did not cure the opposition to the measure. 

12 See pp. 24-25, supra. 

8 The point is fully discussed in the 1938 House committee report on S.5. H. R. Rep. No. 2139, 75 
Cong., 3d Sess. (1938) 7-8. Cf. the reports on the comparable provision in the Wheeler-Lea Act, H. R. 


Rep. No. 1613, 75th Cong., 1st Sess. (1937) 7-8, and No. 1774 (Conf. Rep.), 75th Cong., 3d Sess. (1938) 
10. See Handler, The Control of False Advertising under the Wheeler-Lea Act, infra, pp. 100-102. 
1% 
§8(a)(1). 
“© The same provision was contained in the section defining false advertising. §9(b)(1). These pro- 
visions, especially the latter, were the most drastic in the bill, in my opinion. Less harsh provisions 
directed to the same end would have been wiser. 19 §8(a). 
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It was insisted that to describe the method of palliation would necessitate the incor- 
poration of treatises on physiology in the labeling. This led to a substitution in 
S. 2800 of “the nature of its palliative action”!®* for “how the palliation is effected.” 
The entire provision had disappeared from the bill when S. 5 was introduced in 1935. 

How serious this loss will prove will again depend in considerable measure on the 
construction placed by the courts upon Section 201(n). If they are willing to hold 
that the offering of a drug for the treatment of a named disease for which that drug 
has only minor palliative effects constitutes misbranding when the limits of the 
drug’s efficacy are not disclosed, then the major objective of the provision will be 
achieved. If only the most flagrant cases move the courts to such action, the con- 
sumer will continue to be misled on a serious scale. Yet obviously the provisions in 
S. 2000 and S. 2800 would have created such difficulties in enforcement as to have 
required the adoption of a very liberal standard of compliance.’®* Possibly the 
requirement would have been held invalid for uncertainty. 


4. Misbranding of Drugs and Devices by Failure to Make Required Disclosures 
on Labels 

a) Habit-Forming Substances. The old Act required label disclosure of the 
quantity or proportion in any drug of twelve listed ingredients or their derivatives.®® 
The list comprised alcohol, several opiates and other narcotic drugs, and acetanilid, a 
heart depressant used in pain-killers. The Harrison Anti-Narcotic Act in effect sup- 
planted the provision as to most of the listed drugs, but meanwhile public consump- 
tion of a number of coal-tar products, more accurately classified as hypnotics than 
narcotics, had grown to alarming proportions. There is a tendency for the use of 
these drugs to become habitual, and excessive use produces serious physiological 
effects. In S. 1944, therefore, the list was broadened, and, to avoid its obsolescence, 
power was given to the Secretary to add to it.?°° Moreover, since the mere statement 
of the presence of the drug, although of value to the physician, seldom gave warning 
to the user, a requirement was added that products containing any of the listed 
ingredients be labeled “Warning—May be Habit-Forming.” 

Opposition to this section centered chiefly on the powers to be conferred on the 
Secretary. By the time S. 5 passed the Senate in 1935, he was stripped of the power 
to add other substances to the list and this power was never restored. However, as 
to existing drugs, the list?° in the enacted law*®? is probably comprehensive, and, 


7 §8(a). 

#6 The problem illustrates the difficulty of imposing affirmative disclosure requirements without estab- 
lishing administrative machinery to pass in advance on the conformity of the disclosure to the statutory 
standard. Compare the mechanics for the assurance of full disclosure under the Securities Act. 

*” §8, “Drugs,” par. 2, 21 U.S. C. $10. 

® §8(b). This provision applied only to drugs “for internal use by man.” 

*™ Alpha eucaine*, barbituric acid, beta eucaine*, bromal, cannabis*, carbromal, chloral*, coca, cocaine*, 
codeine, heroin*, marihuana, morphine*, opium*, paraldehyde, peyote, sulphonmethane, or “any chemical 
derivative of such substance, which derivative has been by the Secretary, after investigation . . . designated 
as habit-forming.” §502(d), 21 U. S. C. §352(d). The asterisk denotes drugs listed in the old Act. Alco- 
hol, chloroform, and acetanilid, listed in the old Act, were transferred to the provision, infra note 207, 
requiring ingredient disclosure of non-official drugs. 

* This provision (and certain others) is subject to a qualification contained in a later section, §503(b), 
21 id. §353(b), exempting these drugs from the required label disclosure where they are dispensed on 
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as to future drugs, considerable protection is afforded by other sections of the new 
Act.?08 

b) Ingredients of Non-official Drugs. The only disclosure of ingredients required 
by the old Act was that described above. The ingredients of products in the 
Pharmacopoeias or the Formulary can be determined by reference thereto, but only a 
small proportion of proprietary drugs disclose their formulae on their labels. Infor- 
mation as to the ingredients of such products was thought sufficiently important in 
the interests of public health to call for the inclusion in S. 1944 of a provision requir- 
ing formula disclosure on the labels of non-official products.*°* Objection to this 
provision was vigorous. It was contended to be of no value to the consuming public and 
destructive of the property rights of the manufacturers. So formidable did this oppo- 
sition appear that in S. 2000 the requirement was modified by removing the necessity 
of stating the quantity or proportion of the active ingredients, their listing on the 
label in alphabetical order alone being required.? In S. 2800, the provision was 
omitted entirely, but S. 5 as introduced in 1935 called for full formula disclosure.?°° 
When passed by the Senate that year, however, it required only a listing of the active 
ingredients. But in S. 5 as it passed the Senate in 1937, this provision was importantly 
supplemented by a requirement, included in the enacted law, that the quantity or 
proportion of 19 named drugs and their derivatives be disclosed.?°* These drugs, 
though not habit-forming, involve special dangers to the user, and, even though he 
may not know their hazards, yet, if harm should result from their use, notice of their 
presence will enable the physician to take proper steps to counteract their effect. 

c) Directions for Use and Warnings against Dangerous Uses. Since harm to the 
consumer may result from the absence of adequate directions for the use of drugs 
and since these were sometimes omitted in an effort to evade the old Act,?° it was 
thought wise to include in S. 1944 the requirement that the label bear “complete and 
explicit directions for use.”*°® This was supplemented by a provision®!® authorizing 
the Secretary to require by regulation further information on the label where neces- 
sary for the protection of health. In S. 2000 the situations in which this power could 
be exercised were made specific. The Secretary was authorized to require label warn- 
ings against use “in pathological conditions or by children where such use is con- 


written prescriptions signed by licensed physicians, dentists, or veterinarians (not engaged in the business 
of dispensing drugs pursuant to diagnosis by mail) if the label bears the name and place of business of 
the dispenser, the serial number and date of the prescription, and the name of the prescriber. In the case 
of habit-forming drugs, the prescription must be marked non-refillable. 

*8 Especially §§502(f) and (j), 505, 21 U. S. C. §§352(f) and (j), 355. 

* §8(e). Such disclosure is required by law in a number of foreign countrics. See KaLLET & SCHLINK, 
100,000,000 GuinEA Pics (1933) 256. 

25 §8(e). 8 § 402(e). 

*7 §502(g), 21 U. S. C. §352(g). The drugs listed are alcohol, bromides, ether, chloroform, acetanilid, 
acetphenetidin, amidopyrine, antipyrine, atropine, hyoscine, hyoscyanine, arsenic, digitalis, digitalis gluco- 
sides, mercury, ouabain, strophanthin, strychnine, and thyroid. The Secretary is empowered to issue 
exempting regulations where compliance would be impracticable. 

The exemption discussed in note 202, supra, is also applicable to drugs subject to this section. 

°° A direction for use in a given condition may imply a representation of efficacy in the treatment of 
that condition. Hence, directions were sometimes omitted in the labeling and conveyed by advertising. 


™ §8(d). % §8(e). 
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traindicated and may be dangerous to health, and against unsafe dosage and methods 
of administration or application.”*41 The principal differences between these pro- 
visions and the enacted law lie in the substitution of “adequate” for “complete and 
explicit” directions and in making the requirement of warnings mandatory in the 
law rather than dependent upon regulations.?1* The form adopted is more inclusive, 
but it is also more vulnerable to constitutional attack. If this provision is upheld and 
sympathetically interpreted by the courts, it should operate to diminish materially the 
existing hazards of self-medication. 


5. Germicides 


A large and lucrative industry has developed purveying drugs to meet the de- 
mands of the germ-fearing American public. These products are usually simply 
labeled; some purport to be “germicides,” others “antiseptics.” Most consumers re- 
gard these terms as synonymous, but an antiseptic need not kill germs but merely 
inhibit their growth. The tests developed for determining the efficacy of germicides 
and antiseptics are of dubious adequacy, and, moreover, products which meet these 
tests under laboratory conditions may have little germicidal value under conditions 
of actual use, even when directions are followed. To cope with this situation, a 
rigorous provision?!® was embodied in S. 1944 which called for a statement of the 
use for which a germicide or antiseptic was designed and the method and duration 
of application necessary to kill al] micro-organisms with which the drug came in 
contact when so used. Permission was given to label such products as effective for 
specific kinds of micro-organisms only, in which event the drug would have to kill 
only such kinds. 

Since so many of the products which would have been subject to this provision 
are of limited efficacy, compliance would have been possible for relatively few prod- 
ucts unless label claims were sharply restricted. This prospect was far from attractive 
to the industry. Opposition was so vigorous as to force a retreat in S. 2800 to a 
requirement*** that the germicidal effect of the product, when tested under condi- 
tions “simulating as nearly as practicable the conditions” of use prescribed in the 
labeling, be equal to the germicidal effect of a specified dilution of phenol under a 
standard testing method. Moreover, S. 2800 also permitted the labeling as “antisep- 
tics” of drugs which had merely inhibitory effect where these were designed for 
uses permitting prolonged contact with the body.??° Tests under conditions simulat- 
ing those of actual use were attacked as impracticable, and S. 5, as passed by the 
Senate in 1935, merely provided?*® that the term “antiseptic” should be deemed to 
have the same meaning as “germicide,” with the exception as to inhibitory products 
noted above. This position, which represented a significant gain in consumer protec- 
tion but left the approval of testing methods for judicial decision in individual cases, 
was carried into the enacted law.?1" Here again the full disclosure requirement of 


™1 §8(d). 
72 §502(f), 21 U. S. C. §352(f). 18 §8(i). 
™ §8(i). *° §8(j). 


#18 § 402(k). "7 §201(0), 21 U.S. C. §321(0). 
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Section 201(n) may prove important. If a germicide is not germicidal in actual use, 
surely failure to indicate that fact would render the label misleading. 


6. Harmful Drugs 

The old Act contained no prohibition against harmful drugs. However lethal a 
drug might be, if it complied with its own standard of potency and was not mis- 
branded, the F & DA could not prevent its distribution. The definition of foods 
containing poisonous or deleterious ingredients as adulterated could not be duplicated 
in the case of drugs since many drugs must contain ingredients which are poisonous 
or deleterious if taken in excessive amounts or under unsuitable conditions. Accord- 
ingly, in S. 1944 a drug was defined as adulterated “if it is or may be dangerous to 
health under the conditions of use prescribed in the labeling thereof.”*4* In S. 2000, 
“or may be” was deleted.??® In S. 5 an addition was made which served to excite 
Congressional attack; “or advertising” was inserted following “labeling.”?*° This 
made possible the seizure of a product by reason of statements made in its advertising. 
Senator Bailey inveighed against it in proposing the removal of the provision from 
the section on adulteration to that on misbranding where it would be subject to the 
drastic restriction on multiple seizure which he was advocating.*** As has been seen, 
Senator Bailey’s move was successful, and the provision appears in the section on 
misbranding in the enacted law.?*? Of course, with the subsequent excision of the 
advertising provisions from the bill, the phrase “or advertising” was deleted.??* In 
its final form, however, the provision constitutes an important contribution to con- 
sumer protection. 


7. Container Provisions 

No provisions with respect to drug containers were present in the old Act. S. 1944 
required label declaration of the name and place of business of the manufacturer, 
packer, seller, or distributor and an accurate statement of the quantity of the con- 
tents.2*4 Drugs recognized in an official compendium were required to be packaged 
: , : 92) eal 
in accordance with the requirements, if any, of the compendium,?*° and the Secretary 
was empowered to designate those drugs which are liable to deterioration and to 
require appropriate packaging thereof or a statement of precautions to be taken in 
view of the risk of deterioration.*** Containers misleading as to size, form, or fill 
were also declared misbranded.?** The prohibition in the old Act against drugs 
which are imitations of, or offered for sale under the names of other drugs was 
preserved.??8 

™° §4(a). ™° §4(a). * §401(a)(1). 

™1 See 79 Conc. REc. 4916-4919 (1935). Senator Bailey, however, was content to leave “or advertis- 
ing” in the section once it was transferred. And see note 242, infra. The exercise of the power to seize a 
product because of representations made in its advertising would have posed the difficult problem of 
determining whether a given article’s use had been affected by a given advertising statement. 

3 §502(j), 21 U. S. C. §352(j). 

=8 However, if a product is advertised as useful in a given condition, then that condition of use may 
become “customary or usual” and hence the full disclosure provision of §201(n), 21 id. §321(n), would 
require warning of its dangerous character. 

= §6(b). *% §8(f). 

™ §8(g).  §8(h) (1). . ™ §8(h)(2). 
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All the foregoing provisions were carried into the enacted law with minor modifi- 
cations.??° 

8. New Drugs 

Reference has already been made to the provisions added to the bill in 1938 to 
prevent, if possible, a recurrence of the “Elixir Sulfanilamide” disaster. The regula- 
tory device is of interest, not only for its intrinsic importance, but as illustrative of 
the difficulties of preventive controls in the drug field. The section stipulates in such 
detail as to preclude summarization in the text the types of information to accom- 
pany an application*®® to the Secretary with respect to a new drug and the findings 
which, after hearing, must be made by him as a basis of an order refusing to allow 
the application to become effective.?* If no such order is made, the application be- 
comes effective in 60 days.**? An effective application may be suspended if new 
evidence shows the drug to be unsafe or if the application is found to contain untrue 
material statements.?8* Special provision is made for an appeal to the district courts 
from orders refusing or suspending applications.*** The Secretary is authorized to 
exempt by regulation new drugs used for experimental purposes by qualified 


experts.?35 
“om CosMETICs 


1. Definition. The problem of coining a satisfactory definition of “cosmetics” proved 
a difficult one for the draftsmen of S. 1944, and the definition contained in that bill?® 
was subjected to repeated formal changes. One significant exception was made in the 
enacted law; soap is specifically excluded.*** This exception first appeared in S. 5 as 
it passed the Senate in 1935. The argument of the soap makers was that a definition 
of cosmetics which included soap would be followed by states in defining cosmetics 
in their cosmetic tax laws, a step to be deplored because “a tax on cleanliness is a tax 
on health.”?88 Whatever the merits of the case, with the excision of the advertising 
provisions from the bill, the objections to the exception lost most of their force for 
misleading claims for soap do not often appear in its labeling. 


™ §502(b), (g), (h), (i), 21 U. S. C. §352(b), (g), (h), (i). 

® The applicant must submit in full (1) reports of investigations as to the drug’s safety, (2) a list of 
its components, (3) a statement of its composition, and (4) a description of methods, facilities, and con- 
trols used in its production, and (5) must provide samples of the drug and its components as required, 
and (6) specimens of proposed labeling. §505(b), 21 éd. §355(b). 

*1 Refusal orders may be based on any one of the following findings: (1) the tests for the safety of 
the drug are not adequate; (2) the tests either show the drug to be unsafe or do not show it to be safe; 
(3) the processes of manufacture are inadequate to preserve the drug’s standards; (4) insufficient informa- 
tion is available to permit a finding that the drug is safe. §505(d), 21 id. §355(d). 

*3 §505(c), 21 id. §355(c). But, where more time is needed for study, the Secretary, by notice, may 
postpone action on an application for 180 days from its filing. 

*8 §505(e), 21 id. §355(e). The Secretary may also revoke a refusal order. Id. (f). 

* §505(h), 21 id. §355(h). The findings of fact by the Secretary are conclusive if supported by sub- 
stantial evidence, leave being granted the applicant to adduce additional evidence where due explanation is 
given for the delay. 5 §505(i), 21 id. §355(i). 88 §2(c). 

*" The definition finally adopted reads as follows: “The term ‘cosmetic’ means (1) articles intended 
to be rubbed, poured, sprinkled, or sprayed on, introduced into, or otherwise applied to the human body 
or any part thereof for cleansing, beautifying, promoting attractiveness, or altering the appearance,” 
together with their components, “except that such terms shall not include soap.” §201(i), 21 U. S. C. 
§321(i). 

* Statement filed by Seth Richardson, Atty. for Ass’n of American Soap and Glycerine Producers, Inc., 
Senate Hearings on S. 5, at 21. 
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It should be pointed out that a product normally regarded as a cosmetic, e.g. soap, 
may become a drug within the meaning of the Act if therapeutic effects are claimed 
for it. 


2. Adulterated Cosmetics 

a) Harmful Cosmetics. S. 1944 declared a cosmetic adulterated if it “is or may be 
injurious to the user under the conditions of use prescribed in the labeling” or—to 
protect against inadequate precautionary labeling—“under such conditions of use as 
are customary or usual.”*° Coupled with this was a grant of power to the Secretary 
to establish tolerances for, or to prohibit, poisonous or deleterious ingredients.*4° 
These provisions led to an outcry by cosmetic manufacturers that, because of personal 
idiosyncrasies, almost all cosmetics were injurious to some users. A modification was 
made in S. 2000 to define as adulterated any cosmetic containing “any poisonous or 
deleterious substance which may render it injurious to the user” under the conditions 
described above.**? In this form the provision carried into the enacted law.**? How- 
ever, the Secretary’s power to prohibit harmful ingredients by regulation was deleted, 
chiefly at the insistence of hair-dye producers (whose products contain ingredients 
often causing harmful reactions). A proviso to the definition of adulteration*** 
excepted coal-tar hair dyes where the label bears a precautionary legend (the terms 
of which are prescribed) warning the user of the risk of skin irritation and directing 
the user’s attention to accompanying directions for preliminary skin tests. The pre- 
scribed statement also includes a warning against the use of the dye on eyebrows or 
eyelashes, adding “to do so may cause blindness.” The rigorous character of the state- 
ment seems to render it an adequate solution of a difficult problem. 

b) Insanitary Ingredients. Provisions analogous to those in the food and drug 
sections directed against insanitary ingredients or conditions of manufacture and 
against contaminating containers were added to S. 5 in 1935 and enacted with no 
change.*** The use of certified coal-tar colors, except for hair dyes, was also 
required.**° 
2. Misbranded Cosmetics 

The broad definition of misbranding followed in the case of cosmetics the fortunes 
of the similar definition as applied to food and drugs. It appears in the new Act as 
“false or misleading in any particular.”**¢ 

The new Act requires the label declaration of the name and place of business of 
the manufacturer, packer or distributor, and also of the quantity of the contents.**? 
A cosmetic is also misbranded if its container is so made, formed, or filled as to be 
misleading,”** a provision which the producers viewed with some alarm arising from 
the fanciful shapes of many cosmetic containers. The provision should afford protec- 
tion against the disingenuous fancy of the chiseler. 


* §5(a). *® §5(b). * §5(a). 

22 §601(a), 21 U. S. C. §361(a). It is interesting to note that Senator Bailey’s denunciation of 
inclusion in the drug adulteration section of drugs dangerous by reason of conditions of use prescribed in 
their labeling was not extended to the similar situation presented by this cosmetic section. 


33 Ibid. ™* §601(b), (c), (d), 21 id. §361 (b), (c), (d). 
5 §601(e), 21 id. §361(e). The Secretary is authorized to list, harmless colors and certify batches 
thereof. §604, 21 id. §364. © §602(a), 21 id. §362(a). 


* §602(b), 21 id. §362(b). *8 §602(d), 21 id. §362(d). 
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Ill 


The reader who has persevered through the intricacies of the foregoing analysis 
will appreciate the difficulty of appraising the law as a whole. However, if he has 
checked the differences between S. 1944 and S. 2000, I think he will agree with me 
that the cry of “emasculated” which arose when the latter was introduced was with- 
out justification.**® Only the politically naive could have anticipated the enactment 
of the first bill without change. No bill where opposition is significant escapes 
unscathed. It is arguable that S. 1944 was too drastic, that if a less rigorous bill had 
been introduced it would have ultimately emerged as a stronger act than the one 
which descended from S. 1944. On the other hand, if the draftsmen had begun with 
a bill in the very terms of the enacted law, it is certain that it would have been 
materially modified by amendment. When the initial shock occasioned by S. 1944 
wore off, the affected industries established tolerances for provisions which at first 
they viewed with abhorrence. 

The rejection of the advertising provisions represent the principal defeat for the 
proponents of the bill. Even there the defeat was not total for the powers of the 
FTC over advertising in this field were materially strengthened. While I think the 
results which the F & DA could have achieved if it had been vested with advertising 
control may easily be exaggerated, that very fact renders me all the more pessimistic as 
to the possibilities of FTC regulation, sanctioned as it is by penalties of little deterrent 
value and vested in a body whose record is far more distinguished in other branches 
of its jurisdiction than in the control of food, drug, and cosmetic advertising.?®° 

The new procedural provisions cannot be assayed with accuracy until administra- 
tive experience. has accumulated. I believe, however, that the granting of the new 
remedy of injunction and other procedural improvements should outweigh such 
regressive effects as the limitations on the seizure power and the restrictions on venue 
may have. The provisions for judicial review of regulations, while affording some 
cause for anxiety, can finally be appraised only after the courts have spoken. 

Putting the advertising issue to one side and resolving favorably such doubts as 
the procedural and regulatory provisions inspire, I am convinced that the new law 
represents a vast improvement over the old one, a gain well worth the five years of 
unremitting effort on the part of its Congressional champions, of the F & DA, and 
of the women’s organizations which were its most active public supporters. 

A perfect law has not been achieved. That must wait upon the education of the 
consumer, the spreading of a sense of public responsibility within the affected indus- 
tries, and the extension of medical care on terms within reach of those who now rely 
upon the radio and advertising pages for diagnosis and prescription. Progress along 
all three lines is evident. 


*° Tt should be conceded that some procedural changes, not discussed in this article, were introduced at 
that time which would have to be weighed in appraising the two measures, notably the elimination of the 
minimum fine for violation. I do not believe, however, that they represented major concessions. 

*° Since the enactment of the Wheeler-Lea Act, I understand that the internal organization of the FTC 
handling food, drug, and cosmetic matters has been importantly altered, no doubt with a view to greater 
efficiency in consumer protection. 











THE FORMULATION AND REVIEW OF 
REGULATIONS UNDER THE FOOD, 
DRUG, AND COSMETIC ACT 


Racpu F. Fucus* 


The new Food, Drug, and Cosmetic Act embodies the most drastic consequence 
thus far produced by a recent important tendency in federal legislation to impose 
strict procedural requirements upon regulatory agencies in the exercise of rule-making 
powers and to subject the resulting regulations to a high degree of judicial review. 
Heretofore the adoption of general regulations by administrative action, even where 
penal consequences attached to their violation, has not been surrounded by the safe- 
guards that attend a judicial proceeding or an administrative proceeding of a “quasi- 
judicial” character.? Under the new Act, however, as under a number of other recent 
federal laws,® the Secretary of Agriculture and his agents in the Food and Drug 
Administration are required to observe a careful procedure in devising numerous 
important regulations, and these regulations, in turn, are subject to judicial review 
in the Circuit Courts of Appeals. The resulting process resembles the previous 
machinery for prescribing public utility rates, rather than that employed in devising 
health and safety regulations, whether by the Food and Drug Administration itself 


or by other agencies.® 


* A.B., 1922, LL.B., 1922, Washington University; Ph.D., 1925, Robert Brookings Graduate School; 
J.S.D., 1935, Yale University. Professor, Washington University School of Law, St. Louis, Mo. Author of 
Procedure in Administrative Rule-Making (1938) 52 Harv. L. Rev. 259, and numerous other articles on 
administrative law and other legal subjects. 

* Fuchs, Procedure in Administrative Rule-Making (1938) 52 Harv. L. Rev. 259, 276-280. This 
tendency results partly from the legislative desire to protect affected private interests, partly from judicial 
decisions that have tightened the application of the due process clause to rule-making procedure or have 
interpreted statutes as requiring procedural formalities, and partly from a tendency in recent professional 
thought to insist upon full safeguards to private interests in the exercise of rule-making, as of other, 
administrative powers. Thus the 1937 report of the American Bar Association’s Committee on Administra- 
tive Law recommended a requirement of notice and hearing in connection with all administrative rule- 
making under statutes “affecting persons or property,” together with judicial review of the resulting 
regulations in the Court of Claims upon a record to be made there. Existing methods of determining the 
legality of such regulations were also preserved. 62 A. B. A. Rep. (1937) 807-821, 846-847. In the 1938 
report judicial review by the District of Columbia Court of Appeals was substituted. A. B. A. ADVANCE 
PRoGRAM AND Reports (1938) 166. 

* Fuchs, supra note 1, passim. *See pp. 45-46, infra. 

“Pub. No. 717, 75th Cong., 3d Sess. (June 25, 1938) §701, 52 Star. 1055, 21 U. S. C. A. §371 (Supp. 
1938). (The text of the new Act as it will appear in the United States Code may be found in the 1938 
Supplement to the United States Code Annotated. To avoid unnecessary repetition, reference to the 
Supplement will be omitted hereinafter in citing the Code section numbers of the Act.) 

* Fuchs, supra note 1, 276-278. 
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I. THe Procepurat AND Review Provisions oF THE ACT 


The procedural and review provisions of the new Food, Drug, and Cosmetic Act 
apply to those regulations, enumerated in the procedural section,® which operate with 
regulatory effect in the sense that they must be observed by private enterprises in 
production or marketing which is subject to the Act. Comprising this class of regu- 
lations are those which the Secretary is authorized to promulgate in order to establish 
a reasonable standard of identity, quality, and fill of container for each class of food,’ 
those which may govern the labeling of dietary products,® those which may be estab- 
lished for temporary periods to govern the production of food products liable to 
contamination by micro-organisms,® those establishing limits of tolerance for the 
presence of unavoidable poisons added to food products,’° those which prescribe tests 
for the strength, quality, or purity of standard drugs,’? those which designate the 
habit-forming derivatives of narcotic drugs,’* those setting forth the statement of 
precautions to be included on the labels of drugs liable to deterioration,’* and those 
which provide for the listing of coal tar dyes for use in foods,’* drugs’® and cos- 
metics’® and for the certification of batches of such dyes. Exemptions from require- 
ments of the Act which the Secretary is authorized to establish by regulation’? and 
other regulations, which do not directly control private activity,’* are not subject to 
the same procedural and review provisions. 

The procedural requirements themselves are that the specified regulations be 
issued, amended, or repealed only after public hearings, following appropriate notice 
which sets forth the proposals to be acted upon, at which “any interested person may 
be heard in person or by his representative.” Hearings must be called upon proposals 
emanating from an industry or substantial portion of an industry, stating reasonable 
grounds therefor. The Secretary shall by order announce his determination upon the 
proposals and “shall base his order only on substantial evidence of record at the hear- 

*§701(e), 21 U. S. C. §371(e). The violation of the restrictions contained in these regulations may 
entail seizure and condemnation of an offending product, §304, 21 id. §334, liability to injunction pro- 
ceedings §302, 21 id. §332, or conviction of misdemeanor or felony, §303, 21 id. §333. 


7§§4o1, 403(h), 21 U. S.C. §§341, 343(h). See p. 56, infra. 
* §403(j), 21 U. S. C. §343(j). 


© §404(a), 21 id. §344(a). ° §406(a), 21 id. §346(a). 
1 §s501(b), 21 id. §351(b). 8 §502(d), 21 id. §352(d). 
8 §502(h), 21 id. §352(h). * §406(b), 21 id. §346(b). 
% §504, 21 id. §354. © §604, 21 id. §364. 


“E.g., §403(i), 21 U. S. C. §343(i), authorizing regulations to establish exemptions from the 
requirement of the Act that ingredients used in compounded food products be named on the label; 
§403(k), 21 id. §343(k), authorizing similar exemptions from the requirement that artificial flavoring, 
coloring, and preservatives in food products be specified on the labels; §403(e), 21 id. §343(e), §502(b), 
21 id. §352(b), and §602(b), 21 éd. §362(b), authorizing regulations to provide variations and exemptions 
from the requirement that quantities of food, drugs, and cosmetics in packages be accurately stated; 
§502(f), 21 id. §352(f), authorizing regulations to exempt certain drugs from the requirement that 
directions for use be included on the label. 

* These embrace regulations “for the efficient enforcement” of the Act, §§701(a) and (b), 21 U. S.C. 
§§371(a) and (b), and regulations governing the furnishing of portions of seized samples of foods, drugs, 
and cosmetics to the owners upon request, §702(b), 21 #d. §372(b), as well as those under §10A of the 
former Act, 48 Strat. 1204 (1934), 21 U. S. C. A. §372a (Supp. 1938), governing the certification of 
canned sea food by agents of the Department. 











THE ForMULATION AND REviEW OF REGULATIONS 45 


ing and shall set forth as part of the order detailed findings of fact on which the 
order is based.”?° 

Judicial review of the enumerated types of regulations may be had within go days 
of their issuance, amendment, or repeal, “in a case of actual controversy,” by “any 
person who will be adversely affected.” A petition for such review may be filed in 
the Circuit Court of Appeals for the circuit in which the plaintiff resides or has his 
principal place of business. Summons upon the Secretary of Agriculture may be had 
“at any place in the United States” and places upon him a duty “promptly . . . [to] 
certify and file . . . the transcript of the proceedings and the record on which the 
Secretary based his order.” If the petitioner shows that additional evidence is material 
and that reasonable grounds existed for failure to adduce it in the administrative 
hearing, the court may remand the proceedings to the Secretary for the reception of 
such evidence and for possible modification of his action, followed by the return of 
the case to the court. In the court’s review, “The findings of the Secretary as to the 
facts, if supported by substantial evidence, shall be conclusive”; but the court “shall 
have jurisdiction to affirm the order, or to set it aside in whole or in part, temporarily 
or permanently.” Moreover, if the Secretary “refuses to issue, amend, or repeal a 
regulation” in disregard of law, the court shall order him “to take action . . . in ac- 
cordance with law.”*° Existing methods of judicial review of regulations are 
explicitly preserved by the Act.?? 

Other recent legislation contains procedural and review provisions which are not 
dissimilar to those in the Food, Drug, and Cosmetic Act, although they are somewhat 
less drastic and do not evidence the mistrust of the administrative authorities which 
Congress displayed in that act. The Fair Labor Standards Act,?? adopted at the same 
time as the food and drug measure, creates the office of Administrator and confers 
power upon him to establish wage rates for particular industries, departing within 
limits from the statutory standards. The appointment of industry committees in 
industries affected by the Act is required. Prior to any wage-variation order, the 
industry committee in the industry to which the order will apply must have made 
an investigation and submitted recommendations, upon which the Administrator 
must then have held a full hearing, followed by findings to support the order. There 
is no specific requirement that orders be based only upon evidence included in the 
record.” The industry committees are entitled to rely upon their own knowledge** 
and hearings are optional with them.?® There must, however, be evidence in the 

 §701(e), 21 U. S.C. §371(e). ™§7or1(f), 21 id. §371(£). ™ Id., par. (6). 

* Pub. No. 718, 75th Cong., 3d Sess. (June 25, 1938), 52 Star. 1060, 29 U. S. C. A. c. 8 (Supp. 
1938). * §8, 29 U.S. C. §208. 
™ The committees are composed of representatives of the “public” and of employer representatives and 


employee representatives from within the industry, in equal numbers. Hence they are consultative as well 
as investigating bodies, designed to introduce first-hand knowledge into administration. See Fuchs, supra 
Note I, at 274-275. 

* The committees, or authorized subcommittees, “may hear such witnesses and receive such evidence 
as may be necessary or appropriate to enable the committee to perform its duties and functions.” §8(b), 
29 U. S. C. §208(b). See also Regulations of the Wages and Hours Division, §511.11, 3 Fep. Rec. 2744, 
(Nov. 18, 1938). 
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record as it leaves the Administrator to support all findings of fact, for they may be 
rejected upon judicial review if not supported by substantial evidence. Such review 
may be had by “any person aggrieved” by an order and may result in the modifica- 
tion or setting aside of the order in whole or in part. In general, the court’s review 
“shall be limited to questions of law.”?¢ 

Under the Bituminous Coal Act of 1937 hearings must precede the issuance of all 
regulations that have “the force and effect of law.” Such regulations must also be 
accompanied by findings of fact, which shall be conclusive upon judicial review, if 
supported by substantial evidence.?” Whether a statutory mode of judicial review has 
been provided, or whether non-statutory methods of review must be resorted to, is 
doubtful in the Act.? Other recent legislation, although less clear-cut in its terms, 
contemplates the basing of administrative regulations upon data incorporated into a 
record, as well as provides for the judicial review of such regulations.?® 

It required more than a general legislative tendency, however, to produce the 
precise provisions of the Food, Drug, and Cosmetic Act which establish the pro- 
cedure to be employed in the formulation of regulations and provide for the judicial 
review of such regulations. The Act has a history of its own which accounts for some 
of these terms. In the long struggle in Congress for more adequate food, drug, and 
cosmetic legislation following the introduction of the original Tugwell bill,®° there 
was a game of see-saw between the proponents of administration that should be 
equipped with teeth and advocates of the utmost opportunity for affected private 
interests to interpose objections to departmental regulations. The final outcome is a 
compromise between the two groups, into which, however, a last-minute assault by 
the representatives of the private point of view has incorporated certain provisions 
of new and doubtful import, together with language expressive of hostility toward 
the administration that supposedly was being strengthened. 

The original bill®* contained no procedural or review provisions, thus leaving it 
open to the administration to work out its own methods** and relying upon the “day 
in court” of affected parties when met by enforcement efforts, to furnish the neces- 
sary relief against misapplication of the law. The bill was met almost at once by a 
recommendation from the National Canners’ Association that “a new section be 

* §10(a), 29 U. S.C. §210(a). 

50 Stat. 73 (1937) §2(a), 15 U. S. C. §829 (Supp. 1938). 

*The review provided by the Act itself extends only to “orders,” but other means of reviewing 
regulations exist, such as injunction suits to prevent their enforcement. §6(b), 15 id. §836(b). See Saxton 
Coal Mining Co. v. National Bituminous Coal Comm'n, 96 F. (2d) 517 (App. D. C. 1938). 

* E.g., Agricultural Adjustment Act of 1934, §8(c)(3), (4), (15), 49 Star. 754, 760, 7 U. S.C. A. 
§608c (Supp. 1938). 

S. 1944, 73d Cong., 1st Sess. (1933). * hid. 

"See Fuchs, supra note 1, for an account of various types of administrative rule-making procedure, 
upon which the Food and Drug Administration might have drawn. The 1906 Act, 34 Stat. 768, 21 
U. S. C. §3, conferred no power to enact regulations, except such as were needed to control the routine of 
administration. Regulations of an advisory nature, intended to be observed by the industries affected, 
were usually preceded by informal hearings. Hays & Ruff, The Administration of the Federal Food and 
Drugs Act (1933) 1 Law anp Conremporary ProsieMs, 16, 20-21. For the methods employed under 


the McNary-Mapes Amendment, 46 Star. 1019 (1930), 21 U. S. C. §10, “Foods,” par. 5, see pp. 56-59, 
infra. 
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added . . . providing that in any regulation made, promulgated or prescribed under 
the Act, regulations and any evidence considered by the Secretary and any findings 
by the Secretary may be reéxamined by the courts as to questions of fact as well as 
law.”? Thus the two extreme positions were stated early in the game. 

The original bill was supplanted by another draft** in which both procedural and 
review provisions were included. These were not, however, of a particularly drastic 
character. Committees on public health and food, with membership chosen for 
technical competence, were established for the purpose of formulating proposed 
regulations when advised by the Secretary of the need of them. Public hearings were 
to be held by the Secretary upon these proposals and regulations were to be finally 
promulgated only with committee approval.°> A suit to restrain the enforcement of 
any regulation might be maintained if the petitioner could show that he would 
suffer substantial damage by reason of its enforcement and that the regulation was 
“unreasonable, arbitrary, or capricious or not in accordance with law.”3* The Sec- 
retary’s findings of fact were to be conclusive.*? Later drafts of the bill provided for 
public health and food committees representative of the public, of the industries 
affected, and of the Food and Drug Administration;** introduced a provision for 
industry advisory committees; and broadened the availability and scope of the 
judicial review of regulations.®® In the 74th Congress the pertinent provisions of a 
renewed bill*® underwent a similar metamorphosis. The bill was passed by the 
Senate with a provision for injunctions against the enforcement of regulations which 
were “not in accordance with the facts or the law.”4* In the House the Committee 
on Interstate and Foreign Commerce eliminated the provisions for public health and 
food committees and for judicial review, retaining a provision for hearings before 
the Secretary upon contemplated regulations.** The measure failed of passage in the 
74th Congress, however. 

In the bill which finally became law the original Senate draft eliminated the de- 
vice of committees to participate in the framing of regulations. It contained a pro- 
vision for public notice and hearings upon proposed regulations and conferred 
authority upon the district courts to enjoin the enforcement of any regulation if it 
was “found as a fact or conclusion of law . .. that the regulation is unreasonable, 
arbitrary, or capricious, or not in accordance with law and that the petitioner may 
suffer substantial damage by reason of its enforcement.”** Thus no specification was 


* Annual Report of the Secretary, National Canners’ Association, for 1933, 56 CANNING TRADE no. 27, 


p. 15. *S, 2000, 73d Cong., 2d Sess. (1934). 

"Id. $22. id; $3; * Id. §22(h). 

* Draft of Feb. 19, 1934, §22(c); draft of the Senate Committee on Commerce, March 15, 1934, 
§15(a). 


*® The Committee draft, supra note 38, §22, eliminated the clause conferring finality upon the Secre- 
tary’s findings of fact. A later committee draft (May 16, 1934) provided that injunction proceedings might 
be brought by “‘any interested person” who could show that the regulation was “unreasonable in the light 
of facts” and that he might suffer damage. “S. 5, 74th Cong., 1st Sess. (1935). 

*t Amended Committee draft, March 22, 1935, §§702, 703(a). 

“SS. 5, as passed by the Senate May 28, 1935, §702. 

“Committee draft, May 22, 1936; H. Rep. No. 2755, 74th Cong., 2d Sess., at 8. 

“S. 5, 75th Cong., 1st Sess. §§24(e), 30 introduced, Jan. 6, 1937, passed March 9, 1937. 
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made of the character of the administrative hearing, and judicial review was not 
made to include a reéxamination in court of the administration’s factual conclusions 
except as they bore upon the possibility of a regulation’s being unreasonable, arbitrary, 
or capricious. 

In the House committee, to which the bill then went, considerably more stringent 
procedural provisions and an entirely different method of judicial review were sub- 
stituted for those approved by the Senate. The requirement now in the Act, that all 
evidence be made a matter of record,*® was introduced. It was provided that a com- 
plaint, seeking either to enjoin the enforcement of a regulation or to compel its 
modification, together with service of summons, should be followed by the Secretary's 
certification of the transcript and record upon which his regulation was based. Thus 
review of the record was substituted for the consideration of a case against a regula- 
tion newly presented in court. No provision limiting the scope of review was in- 
cluded, but the court was authorized to enjoin the enforcement of the regulation, 
temporarily or permanently, and “to take such further action as justice may require.” 
The power of review continued to be lodged in the district courts.** The bill passed 
the House in this form. 

As thus modified, the review provisions of the bill were more drastic than those 
included in any previous legislation with respect to administrative action of any 
kind. The combination of jurisdiction in the district courts, of judicial review on the 
basis of the administrative record, of unrestricted power to reverse the administrative 
determinations, and of authority to order affirmative action would have been over- 
powering. It evoked a storm of protest. In the conference committee the bill was 
changed to the present form of the Act, in which review by the Circuit Courts of 
Appeals is substituted for review in the district courts and the administrative findings 
of fact are made conclusive if supported by substantial evidence.*? 


II. BackcRouND AND SCOPE OF THE PROCEDURAL AND REVIEW PROVISIONS 


In thus subjecting the formulation of general regulations to detailed procedural 
requirements and providing for judicial review on the basis of the administrative 
record, the Food, Drug, and Cosmetic Act, even as modified in the conference com- 
mittee, together with the other recent legislation previously noted,*® breaks fresh 
ground. 

With respect to judicial review the terms of the new legislation stem principally 
from the provisions of the Federal Trade Commission Act, which provide for review 
of the Commission’s cease-and-desist orders, both in enforcement proceedings 
brought by the Commission and in injunction suits filed by parties to whom such 
orders apply. The vesting of jurisdiction in the Circuit Courts of Appeals; the device 
of certification of the administrative record to the court; and the restriction of judicial 


® See p. 44, supra. : 

“S. 5, 75th Cong., 3d Sess. §701(e), (f), as reported to the House of Representatives by the Com- 
mittee on Interstate and Foreign Commerce, April 14, 1938, §7o1(e), (f). H. R. Rep. No. 2139, 75th 
Cong., 3d Sess. “ See p. 45, supra. “See pp. 45-46, supra. 
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review to questions of law and to ascertaining the presence of evidence to sustain 
the administrative findings of fact were included in this relatively early legislation.*® 
With minor variations, the same provisions have been incorporated into numerous 
subsequent acts,5° 


In most of the instances of the use of this formula derived from the Federal Trade 
Commission Act, however, the administrative acts thus subjected to judicial review 
were decisions and orders addressed to definite parties, as contrasted with adminis- 
trative regulations of general application. For example, the Federal Trade Commis- 
sion itself, the Board of Tax Appeals, and the National Labor Relations Board are 
not vested with rule-making functions except as regards their own procedure; their 
task is to deal with conditions as they find them in particular cases. Consequently 
the records which they certify into court when their decisions are called in question 
are more nearly of the variety with which courts are accustomed to deal, presenting 
fairly definite issues in regard to specific situations, than will be the case under the 
new Act. 

With respect to procedure also, that which is prescribed for rule-making author- 
ities in the Food, Drug, and Cosmetic Act and the other legislation mentioned above 
derives from sources which involve primarily administrative action that is addressed 
to specific parties. The theory that definite issues should be framed in an adminis- 
trative proceeding and that all the evidence should be incorporated into a record so 
that it may be met by opposing parties, has been evolved by the courts, for the most 
part in public utility rate cases, as they have interpreted statutory provisions which 
require that a “fair hearing” be granted to affected parties.°! The requirement of 
adequate findings to provide a basis for judicial review, together with assurance that 
the statute has been followed, has come to be imposed through a similar process.*? 


"Wichita Power & Light Co. v. Public Utilities Comm'n, 260 U. S. 48 (1930); Beaumont, S. L. & 
W. R. Co. v. U. S., 282 U. S. 74, 86 (1930); Florida v. U. S., 282 U. S. 194 (1931); U. S. v. C. M. St. 
P. & P. R. Co., 294 U. S. 499 (1935). 

38 Srar. 719 (1914), 15 U. S. C. §45. Similar provisions appear in the accompanying Clayton Act. 
38 Strat. 734 (1914), 15 U.S.C. §21. 

© Board of Tax Appeals, 45 Stat. 872 (1928), 26 U. S. C. §617(b), 44 Stat. 109, 110 (1926), 26 
U. S.C. §§641, 642; Securities and Exchange Commission, 48 Stat. 80 (1933), 15 U. S.C. §77i, 48 Star. 
gor (1934), 15 U. S.C. §78y, 49 Stat. 834 (1935), 15 U. S. C. §79x; Federal Communications Comm'n, 
48 Star. 1093 (1934), 47 U.S. C. §402; Nat. Labor Relations Bd., 49 Stat. 453 (1935), 29 U. S. C. §160; 
Civil Aeronautics Authority, 52 Stat. 1024 (1938), 49 U. S. C. §646. An alternative means of review, by 
proceedings in the district courts to enforce or enjoin the enforcement of an administrative order, without 
statutory provision for certification of the administrative records or statutory prescription of the scope of 
the review, has been carried forward from statutes applicable to orders of the Interstate Commerce Com- 
mission. See, ¢.g., Federal Communications Comm'n, 48 Stat. 1093 (1934), 47 U.S. C. §402(a). 

* Hanft, Utilities Commissions as Expert Courts (1936) 15 N. C. L. Rev. 12; Ohio Bell Telephone Co. 
v. Public Utilities Comm’n, 301 U. S. 292 (1937). Recently the celebrated cases of Morgan v. U. S., 298 
U. S. 468 (1936), 304 U. S. 1 (1938) dealt, in part, with the requirement that issues be framed prior to 
the decision in a rate proceeding so as to give opportunity for argument upon them. See (1938) 33 ILt. 
L. Rev. 325, for a review of the cases. Compare Nat. Labor Relations Bd. v. McKay Radio & Tel. Co., 304 
U. S. 333 (1938). As to the requirement that the evidence be disclosed to the applicant in a licensing 
proceeding, see Bratton v. Chandler, 260 U. S. 110 (1922). Numerous cases hold that in various situations 
these procedural requirements do not apply. The purpose here, however, is to indicate the history of the 
requirements. 
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The new Food, Drug, and Cosmetic Act simply writes into the statute the details 
of these previously developed judicial doctrines—and does so in connection with rule- 
making powers to which the doctrines originally had no application. The legislative 
inclination to enact such an extension of procedural requirements no doubt was 
strengthened by two decisions in which the Supreme Court itself effected a similar 
extension of the requirement of findings. In Panama Refining Co. v. Ryan®® it held 
that executive regulations enacted in the exercise of a broad delegated discretion, 
whose violation entails criminal penalties, must as a matter of due process of law be 
accompanied by findings, in order that the authority for the regulations may sufh- 
ciently appear. In United States v. B. & O. R. Co.5* it held that a regulation of 
the Interstate Commerce Commission under the Boiler Inspection Act, requiring the 
installation of power reverse gears on locomotives of more than a certain weight, 
could not stand without “the basic or essential findings necessary to support the 
Commission’s order.” A mere finding that the specified locomotives “should have” 
such gears was held to be insufficient. Here the Court, having previously resorted to 
doubtful inferences in order to confer the power to impose general regulations under 
the Boiler Inspection Act®® upon the Commission,°* indulged the further inference 
that the Interstate Commerce Act’s requirement of a report stating “the conclusions 
of the Commission,” to accompany each order except in reparations cases,5" applied 
also to an order imposing a safety regulation. Since in practice the Commission had 
followed the equivalent of its rate-fixing procedure in arriving at its order,>*® the 
Court’s conclusion was not unnatural. It is but a short step from the assumption that 
certain procedural requirements apply in the formulating of safety regulations to the 
enactment of similar mandatory requirements in new statutes conferring rule-making 
powers. 

There can be little doubt of the intention of the legislative sponsors of the present 
procedural and review provisions of the Food, Drug, and Cosmetic Act to secure 
complete adherence to the stricter requirements of the foregoing authorities. Mr. 
Lea, Chairman of the House committee in charge of the bill, assured the Repre- 
sentatives that the measure “in substance provides that the legislative agency shall 
do the very things that the Supreme Court said they should do in the Morgan case” 
and that the judicial review section “means an honest-to-God review by the court for 
the purpose of performing the function of protecting the law against the legislative 
or the executive departments of the Government.”®® The committee report itself 
referred to the Ohio Bell Telephone Company case as authority for the procedural 
requirements contained in the House bill®® and stated that the provision for judicial 

293 U. S. 388 (1935). ™ 293 U. S. 454 (1935). 

% 36 Srar. 913 (1924), 45 U. S. C. §22ff. 

Napier v. Atlantic Coast Line R. Co., 272 U. S. 605 (1926). 

% 34 Stat. 589 (1906), 49 U. S. C. §14. 

°° Johnson v. Atlantic Coast Line R. Co., 190 I. C. C. 351 (1933). The Commission frequently applies 
its formal procedure in formulating safety regulations. 3A, SHARFMAN, THE INTERSTATE COMMERCE Com- 


MISSION (1935) p. 56. "83 Conc. Rec. 11830 (June 13, 1938). 
© H. R. Rep. No. 2139, 75th Cong., 3d Sss. (1938) 10. The case is cited supra note 51. 
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review was designed to leave the court free “to exercise its review to the full extent 
that it may constitutionally do so.”* This statement applies almost equally to the 
present provisions of the Act. 


III. ReELation oF Provisions TO ADMINISTRATIVE PROCEDURE IN GENERAL 


The foregoing statutes and decisions are far from conveying a picture of the 
procedures that prevail in the numerous instances in which administrative authorities 
exercise rule-making powers. Statutes conferring such powers usually are silent in 
regard to the procedure to be employed; administrative practice varies widely; and 
judicial decisions with respect to the appropriate procedure are relatively few in 
number.®? Hence the Food, Drug, and Cosmetic Act, in common with the recent 
tendency toward procedural strictness which it exemplifies, represents a distinct de- 
parture from prevailing standards. This deviation results either from a supposed 
analogy to “quasi-judicial” administrative functions, from the pressure of private 
interests upon legislatures and courts, or from both. 

Frequently the cases that have dealt with the matter have drawn an analogy be- 
tween administrative rule-making and the action of the legislature, because the 
normal product of both is a rule of general, and of future, application. Hence it has 
been held that a hearing, if not required by statute, is not necessary in connection with 
the formulating of regulations®* or that the hearing, if required, may be of the in- 
formal character which is usual in legislative committee investigations.°* Neither 
the observance of the rules of evidence, the confinement of the basis of administrative 
action to evidence adduced at a hearing, the making of a record of the proceedings, 
nor the formulation of findings to accompany a regulation would be necessary under 
such a conception. The Supreme Court itself, in a decision®* following the Panama 
Refining case, quickly held that findings need not accompany an administrative 
regulation which is an exercise of delegated “police power”®* and which is “general 
legislation, not an administrative order in the nature of a judgment directed against 
an individual concern.”°7 

In judicial review of regulations also, the courts have usually limited their own 
competence to a rather narrow range. The typical method of obtaining a review has 
been by means of resistance to a prosecution for violation or by a suit to enjoin the 
enforcement of a regulation. If a record of the administrative proceeding that led to 
the regulation comes before the court in such a case, it is simply as part of the evi- 


* 7d, at 12. @ Fuchs, supra note 1, passim. 

State v. Quattropani, 99 Vt. 360, 133 Atl. 352 (1925); State Board of Milk Control v. Newark 
Milk Co., 118 N. J. Eq. 504, 179 Atl. 116 (1935). 

“Norwegian Nitrogen Products Co. v. United States, 288 U. S. 294 (1933); Highland Farms Dairy 
v. Agnew, 16 F. Supp. 575 (E. D. Va. 1936). 

® Pacific States Box & Basket Co. v. White, 296 U. S. 176 (1935). 

©The regulation in question was promulgated by the Department of Agriculture of the State of 
Oregon, after a hearing, and established the dimensions and certain characteristics of standard strawberry 
and raspberry containers. Following the regulation, it became a misdemeanor to use containers not con- 
forming to the prescribed standard. 

* Pacific States Box & Basket Co. v. White, 296 U. S. at 186. 
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dence bearing upon the issues.°* In the absence of a record, there may be “nothing 
to show the grounds” upon which the administrative action was based.®® With or 
without an administrative record, the question for the court is simply whether “any 
state of facts can reasonably be conceived that would sustain” the regulation. If so, 
a presumption arises that such a state of facts actually exists."° Stated otherwise, the 
court will inquire solely whether the regulation is arbitrary and capricious"! or not 
in accord with law or not within the jurisdiction of the authority adopting it.” 

The question naturally arises whether the more formal requirements imposed by 
the Food, Drug, and Cosmetic Act are reasonably applicable to an administrative 
function that is in many respects unlike the granting or revocation of a license, the 
decision of a workmen’s compensation case, the issuance of a cease-and-desist order 
against a single respondent, the entry of an order to abate an unhealthful condition, 
the granting of a certificate of convenience and necessity, or the fixing of rates for 
one or a few utilities. In all of these instances the administrative action involves the 
determination of issues relating to a fairly definite transaction or state of affairs. 
These issues can usually be stated with some precision; the relevance to them of 
offered evidence can be determined in accordance with accustomed logical methods; 
the parties entitled to be heard can be identified fairly easily; findings can be stated 
with some definiteness and a decision related to them; and judicial review can center 
successfully upon the essential points. Each exercise of the rule-making authority 
which reposes in the Secretary of Agriculture under the new Act, on the other hand, 
relates to a general condition or to practices in which multitudes of individuals and 
of transactions are involved. The investigation must range over a wide field and the 
administrative decision must deal more largely with probabilities and less with 
established facts than in connection with the other types of functions. 

The foregoing differences are to some extent differences in degree rather than in 
kind. The probable behavior of a licensee if his.application for a permit or a cer- 
tificate is granted, like the business effects of a given utility rate, depends upon future 
contingencies—although in other instances of “quasi-judicial” administrative action, 
such as nuisance abatement and the decision of workmen’s compensation cases, past 
facts very largely determine the decision. 

Undeniably the same analysis of the processes involved in reaching official de- 

®See Fuchs and Freedman, The Wagner Act Decisions and Factual Technique in Public Law Cases 
(1937) 22 Was. U. L. Q. 510, and works there cited for analyses of the problem of introducing! factual 
material bearing upon issues of law, such as the legality of a regulation, as distinguished from issues of 
fact, in a case. Compare Marshall v. Dep’t of Agriculture, 44 Idaho 440, 258 Pac. 171 (1927). 

® See Southern Ry. Co. v. Virginia, 290 U. S. 190, 199 (1933); Oklahoma Operating Co. v. Love, 252 
U. S. 331 (1920). Independent testimony in court may, however, reveal the basis of the administrative 
action quite thoroughly. See Houston v. St. Louis Independent Packing Co., 249 U. S. 479 (1919). 

™ Pacific States Box & Basket Co. v. White, supra note 65. The question is the same in a case in which 


the validity of a municipal ordinance is called in question. City and County of San Francisco v. Market 


Street Ry. Co., 98 F. (2d) 628 (C. C. A. oth, 1938). 

™ Herrin v. Arnold, 82 P. (2d) 977, 982 (Okla. 1938); People v. McGinley, 329 Ill. 173, 160 N. E. 
186 (1928); Wallace v. Feehan, 206 Ind. 522, 190 N. E. 438 (1934). 

7U. S. v. United Verde Copper Co., 196 U. S. 207 (1905); Waite v. Macy, 246 U. S. 606 (1918); 
U. S. v. Johnson, 35 F. (2d) 356 (D. Nev. 1929). 
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cisions may be applied both to rule-making and to the disposal of specific cases of 
various kinds. Whenever it must be decided whether certain circumstances call for 
an order or decision of one kind or another, it is necessary (1) to frame certain issues 
of fact, or state certain hypotheses, involved in the matter in hand; (2) to obtain 
information, or evidence, bearing upon these issues; (3) to arrive at conclusions with 
regard to them; and (4) to reach a decision in the light of these conclusions, upon 
the basis of (a) directions contained in the governing statute and (b): the exercise of 
whatever discretion rests with the deciding authority."* Judicial review of an official 
decision may involve a complete or partial check upon some or all of these processes. 

The problems with respect to rule-making under the Food, Drug, and Cosmetic 
Act are (1) whether the foregoing essential processes can be formalized with sufh- 
cient success to justify the statutory command that all evidence be made of record, 
that findings of fact be stated upon the basis of the record alone, and that the order 
embodying a regulation be based upon these findings, and (2) whether the authority 
conferred upon the courts to judge the substantiality of the supporting evidence and 
where necessary to order such administrative action as the law seems to them to call 
for can be beneficially exercised. Certain subsidiary questions of constitutionality, 
of the availability of judicial review, and of the effect of judicial decrees need also to 
be considered. 


IV. THe Propas_e’OpERATION OF THE PROCEDURE AND REviIEW PRovisIONS 

Three classes of regulations to which the procedural requirements of the Act apply 
may be distinguished for the purpose of this discussion. These are (1) regulations 
based upon scientific determinations, such as the ascertainment of the habit-forming 
properties of narcotic derivatives; (2) regulations based upon an appraisal of the 
qualities of products in terms of human estimation of them, such as the establishment 
of standards of identity and quality for classes of foods; and (3) regulations which 
take account of psychological effects, such as those which govern labels and directions 
for the use of products. Different investigational techniques seem to be called for in 
connection with these three classes. Their relation to the legally-prescribed procedure 
and to review by the courts presents the essential problem. 

Although a scientific investigation of the properties of a given substance does not 
proceed by the methods laid down in the Act for the formulating of administrative 
regulations, it is susceptible to reduction to these methods. The issues seem capable 
of fairly simple and definite statement; the results of the investigation can be set forth 
in evidentiary form;, findings can be made with reasonable definiteness; and a con- 
clusion can be based upon the findings. Upon judicial review the lay mind of the 
judge probably can grasp the essentials of the reasoning involved and detect non- 
sequiturs, although judicial attempts to substitute the conclusions of the courts for 
those of the administrative authorities would be certain to create difficulties.74 The 


™See Saginaw Broadcasting Co. v. Federal Communications Comm’n, 96 F. (2d) 554, 559 (App. 
D. C. 1938). 

™See the discussion of the constitutionality of judicial prescription of affirmative action, infra, pp. 
65-66. A scientific investigation of a different sort, involving non-experimental methods of ascertaining 
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regulations involving this type of determination are not likely to present excessively 
difficult problems of a procedural nature in the administration of the Act. The neces- 
sity of suffering the delay and expense connected with notice, hearing, and judicial 
review represents the principal drawback from an administrative standpoint. 
Whether this drawback is counterbalanced by compensating safeguards to public 
and private interests through the reduction of the evidence and reasoning to definite 
form and through the judicial check is perhaps open to question. A recent example 
of reasoning based on inadequate data under the still-subsisting prior Act, which 
doubtless was perpetrated unwillingly under the pressure of a powerful economic 
group,”® lends encouragement to the view that greater procedural formality may not 
be without benefit to the administration itself. Administrative regulations based 
upon purely scientific determinations have met with a good reception in court™®’— 
although it should be pointed out that these have largely interpreted statutory pro- 
visions, by way of advice to affected parties and of direction to enforcement officers, 
rather then added to the law by virtue of delegated authority. They have been with- 
out binding force and hence are distinguishable from those here under discussion.”* 
Regulations of a scientific nature under the Food and Drugs Act of 1906 have been 
of this interpretative variety."® They, if not all acts of the administration,’® have been 


upheld by the courts.°° 
Regulations appraising the qualities of products in terms of human estimation of 


them present a more difficult procedural problem. The properties that are valued, 
for example, in a canned fruit depend upon subjective and customary considerations. 


facts and a greater element of judgment in the final conclusion, would present a more difficult procedural 
problem. Such was the situation in relation to the Interstate Commerce Commission’s investigation of the 
need of locomotive power reverse gears in the interest of safety, involved in U. S. v. Baltimore & Ohio 
R. Co., 293 U. S. 454 (1935). In the proceeding before the Commission the testimony of numerous 
enginemen and lay witnesses was received. Johnson v. Atlantic Coast Line R. Co., 190 I. C. C. 351 (1933), 
222 I. C. C. 542. In connection with the judicial review of such proceedings unexpected difficulties may 
occur, caused by the unavoidable naiveté of a judge not versed in the subject matter. Following the over- 
turning of the Commission’s order in both the district court and the Supreme Court, the Commission 
pointed out that the district judge had not understood that reverse gears are used for their braking effect 
in regular operation and not merely for the purpose of reversing direction. 222 I. C. C. at 554-555. No 
doubt this fact had been assumed by all parties and had not been stated in the record. 

™® Dep’t of Agr. Release 420-39, Sept. 20, 1938, announced an increase in the tolerance of lead spray 
residue on fresh fruit from .018 grain to .025 grain per pound. The action of the Secretary of Agriculture 
was said to be based upon advice from the Public Health Service that an uncompleted investigation of the 
effects of lead poison upon human beings had not yielded evidence that the increased quantity would be 
harmful. Assuming that some affected interest were in a position to challenge a similarly unsupported 
order in court under the new Act, it is safe to say that it would be overturned without ceremony, if, indeed, 
it were entered in the first place. 

U.S. v. Bertram Bros., 131 Fed. 833 (1904); Commercial Solvents Corp. v. Mellon, 277 Fed. 548 
(App. D. C. 1922); Knapp v. Callaway, 52 F. (2d) 476 (S. D. N. Y. 1931). 

™ See p. 44, supra. 

™® Hayes & Ruff, The Administration of the Federal Food and Drug Act (1933) 1 Law & Con- 
TEMPORARY PROBLEMS, 16, 20; U. S. v. Antikamnia Chemical Co., 231 U. S. 654 (1914). 

U.S. v. Ten Cases, More or Less, Bred Spred, 49 F. (2) 87 (C. C. A. 8th, 1931); Van Camp Sea 
Food Co. v. U. S., 82 F. (2d) 365 (C. C. A. 3d, 1936); U. S. v. Washington Dehydrated Food Co., 89 
F. (2d) 606 (C. C. A. 8th, 1937). 

U.S. v. Antikamnia Chemical Co., supra note 78; U. S. v. Five One-Pint Bottles, etc., 9 F. Supp. 
g90 (S. D. N. Y. 1935). 
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These are not capable of scientific or expert determination, but each must be esti- 
mated on the basis of a consensus of lay opinion. Many properties must be con- 
sidered in arriving at a conclusion in regard to the quality of any product. If the 
investigational procedure is to be formalized, issues must be framed, expressly or by 
implication, with respect to each property; evidence must be incorporated into a 
record with regard to each; and findings upon each must be stated. Judicial review 
may then check upon the support which the findings have in the evidence. Here a 
more wide-ranging inquiry, involving more complex issues than a simple scientific 
investigation, obviously is called for.*? Whether formal administrative methods are 
likely to succeed in this field depends largely upon the practicability of analyzing 
the problem under investigation into constituent parts that can be treated in the 
manner indicated. Whether judicial review is likely to be helpful or obstructive will 
be discussed below.®” 

Regulations that must take account of psychological effects, such as the impres- 
sions made by labels and by directions for the use of products, also involve investiga- 
tions designed to elicit information from lay sources, at least in part. Presumably the 
issues are somewhat simpler than in cases where quality standards are sought, how- 
ever. The necessary size of type in a warning notice, the reaction of consumers to 
the phrasing of proposed statements in regard to inferior quality,®* and the like, 
present fairly definite questions that may be stated, looked into, and answered by 
legal methods. The answers, however, are likely to represent almost intuitive con- 
clusions based upon rather subtle considerations. Judicial review necessarily will deal 
largely with the justification for the conclusions, and reversals are likely to be based 
upon the allegedly arbitrary and capricious character of the conclusions, rather than 
upon insufficiency of the evidence to support the findings or upon errors of law.** 
Again, the courts must exercise self-restraint if judicial review is to remain within 
its proper sphere. 

In estimating the probability of the success or failure of the procedural and review 

® Analogous differences in the character of the inquiries and the types of judicial review that are 
adapted to various problems exist in the field of rate-fixing and have been recognized, although not clearly, 
by the courts. Where utilities have a heavy capital investment which may be “confiscated” if an adequate 
return is not permitted, and the “value” of which presents an issue to which proof can be addressed, the 
possibility of complete judicial review of the administrative determination of value, including the reception 
of additional evidence in court, has been held to be constitutionally necessary where the question of con- 
fiscation is raised. St. Joseph Stockyards Co. v. Wallace, 298 U. S. 38 (1936). Where, on the other hand, 
the value of services rendered without important capital investment presents a less! clear-cut issue, in which 
the question of confiscation is not said to be involved, a less minute judicial review, giving more con- 
clusiveness to the judgment of the administrative authority, satisfied the requirements of due process. 
Acker v. U. S., 298 U. S. 426 (1936). In the same class of case, however, it has been held that the 
administrative procedure must provide for a framing of issues to which arguments may be addressed, where 
the deciding officer is different from the one who receives the evidence. Morgan v. U. S., 304 U. S. 1 
(1938). Recent cases in other courts than the Supreme Court present a somewhat confused picture, both 
recognizing the complex and wide-ranging nature of the inquiry involved in the fixing of prices or wages 
for numerous enterprises in a single proceeding and tending to insist upon the procedural safeguards to 
which the Supreme Court has directed attention. Colteryahn Sanitary Dairy v. Milk Control Commission, 
1 A. (2d) 775 (Pa. 1938); Western Union Tel. Co. v. Industrial Comm’n, 24 F. Supp. 370 (D. Minn. 
1938). See p. 62, infra. 

See p. 58, infra. * See p. 61, infra. 
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provisions of the new Food, Drug, and Cosmetic Act in connection with the fore- 
going classes of regulations, account should also be taken of certain influencing 
factors that cut across the boundaries of these classes. In the first place, the require- 
ment of the Act that hearings be held on the basis of definite proposals of regula- 
tions®® should result in a better advance understanding of the issues and in greater 
relevance of the testimony to them. Hence the procedure should be more workable 
because of this requirement than it otherwise would be.®® 

In the second place, the rule-making proceedings of the Food and Drug Adminis- 
tration may of course be conducted with at least that degree of freedom which 
characterizes practically all administrative processes®’ and probably with considerably 
more than is permitted in a number of other fields. Pleadings, as well as the tech- 
nical rules of evidence prevailing in the courts, may be dispensed with. In addition, 
where numerous parties are affected by a proposed order, it is not necessary that the 
evidence in the record deal specifically with the affairs of each.** In considering 
numerous procedural questions that may arise it is unlikely that the courts, with 
whom will rest the task of defining the minimum formal requirements, will ignore 
the consideration that the proceedings remain “quasi-legislative”®® or fail to admit 
occasional recourse to the analogy of legislative methods. To some extent counter- 
balancing this factor is the provision of the Act that all interested parties are entitled 
as of right to be heard in the prescribed manner,°° thus rendering impossible the 
summary methods that prevail, for example, in the assessment and collection of 
property taxes in the states.®* 


V. Experience Unper THE McNary-Mares AMENDMENT 


There exists one body of experience under the prior food and drug legislation to 
indicate the possible working of the procedural and review provisions of the new 
Act. In 1930 the so-called McNary-Mapes Amendment was adopted, conferring upon 
the Secretary of Agriculture the power to promulgate a minimum standard of qual- 
ity, condition, and fill of container for each class of canned food coming under the 
Act, together with a form of statement to appear upon the labels of cans falling below 
such standards. Cans not meeting the standards nor bearing the proper labels were 
to be treated as misbranded.®? The same provisions, applied to all foods with a few 
exceptions, are carried forward into the new Act*® and constitute one of the rule- 


® §701(e), 21 U.S. C. §371(e). 

“In an earlier form, in which proposals not only were permitted from private sources but hearings 
upon them were made mandatory, this provision was condemned on non-procedural grounds as obstructive 
of the administration of the Act. H. R. Rep. No. 2139, 75th Cong., 3d Sess. (1938), Pt. 2 (Minority 
Views) p. 2. 

* Note (1932) 80 U. or Pa. L. Rev. 878; Hanft, Utilities Commissions as Expert Courts (1936) 15 
N. C. L. Rev. 12. 

Beaumont, S. L. & W. R. Co. v. U. S., 282 U. S. 74 (1930). 

See note 64, supra. Thus there is ground to believe that cross-examination may be largely avoided. 

 §701(e), 21 U. S. C. §371(e). 

™ Bi-Metallic Inv. Co. v. Colorado, 239 U. S. 441 (1915); Columbia Terminals Co. v. Koeln, 319 Mo. 
445, 3 S. W. (2d) 1021. 

8 46 Star. 1019 (1930), 21 U. S.C. §10. 8 §§401, 403(h), 21 U. S. C. §§341, 343(h). 
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making powers whose exercise has been discussed. The McNary-Mapes Amendment 
contained no provisions for the procedure to be employed in the promulgation of 
regulations or for judicial review of the departmental measures.®* Nevertheless its 
administration has presented many of the problems that will arise under the more 
detailed terms of the new Act. 

A prominent factor in the administration of the amendment has been the 
presence of a strong economic interest in back of the law. The McNary-Mapes 
measure was sponsored by the National Canners’ Association®® and its passage was 
hailed as “the culmination of practically two years’ effort on the part of the canning 
industry.”°* The purpose of the effort was clear. It was to eliminate competition 
between “standard” and “sub-standard” canned goods and even, if possible, to drive 
the sub-standard product off the market by means of a forbidding, or “crepe,” label.®7 
A leading trade paper was confident that “Walter Campbell, chief of the Enforce- 
ment Division having charge of this new amendment to the Pure Food law, . . . is 
not a namby-pamby, milk-and-water sort of man, but a red-blooded Kentuckian who 
will demand plain, truthful statements” on labels.®* 

The proponents of the measure recognized at times, however, that the sub-standard 
products which were to be labeled as such were not unwholesome and that the label 
must avoid the danger “of leading consumers to think that these low-grade goods are 
not good to eat, not safe and wholesome, when as a matter of fact they must be 
wholesome and pure or the department would not permit them to be sold.”®® The 
Food and Drug Administration itself asserted that “While it may have been the 
purpose of some of the advocates of this measure to make sub-standard canned goods 
so unpopular they would be driven off the market,” there was no evidence that such 
was the intention of Congress and it was not the Department’s conception that the 
label should stigmatize the product.’°° 

Although not obliged to do so under the law, the Food and Drug Administration 
announced a hearing in Washington upon certain proposed standards for canned 
peas, peaches, and pears and upon a proposed sub-standard label.*°* Transcripts of 
the hearings were prepared. Informal discussions were also held with the members 
of the industry who were in attendance at the convention of the National Canners’ 
Association in Chicago in January, 1931, reports of which were prepared for the use 
of the Food and Drug Administration.1°? Previously suggestions had been received 

“Senator Copeland introduced an amendment to the measure, which was ‘adopted by the Senate, 
providing for a food standards committee to formulate the standards after hearings, subject to review by 
the Secretary of Agriculture. 72 Conc. Rec. 10166 (1930). The amendment was eliminated in conference. 
H. R. Rep. No. 2027, 7oth Cong., 2d Sess. (1930). 

* (1930) 52 CANNING TrabE, No. 27, pp. 56-57; Hearings before the House Committee on Agriculture 
on H. R. 15218, 70th Cong., 2d Sess., Jan. 30, 1929. 

THe CANNER, July 12, 1930, p. 18. * (1931) 53 CANNING TrabE, No. 28, p. 9. 

 Id., No. 7, p. 8 (1930). * Id., No. 18, p. 9 (1930). 

1® Address of Paul B. Dunbar, Ass’t Chief of the Food and Drug Administration, before the National 
Canners’ Ass’n, Jan. 19, 1931, 53 CANNING TRADE, No. 26, p. 34; statement of W. G. Campbell, Chief of 
the Food and Drug Administration, Dept. Agr. Release, Sept. 5, 1930. 


% Notice, dated Dec. 2, 1930, of hearing on Dec. 15, 1930. 
™ Report of Dr. W. B. White, Chief of the Food Division, on file in the Division. 
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by the Department from various sources. Those concerning the sub-standard label 
were summarized in a typewritten office memorandum.’ By these means, although 
no complete record was made, interested parties were heard and information was 
gathered and preserved for use in the preparation of the regulations. Later proposals 
for regulations under the amendment were subjected to consideration in a similar 
manner,?* 

The effect of matter brought to the attention of the administration by these means 
is apparent in the action taken with respect to food standards. The initial regula- 
tions'®® were considerably more lenient than the proposals originally made. In 1931 
the percentage of solid tomatoes required under the promulgated standard was made 
45,'°° as compared to a proposed 4o in the announcement of the hearings.1°* At a 
number of the sessions the discussion by members of the canning industry was 
spirited and to the point and reflected a sincere desire to further good standards. The 
Administration attempted from time to time to draw expressions of opinion from the 
consumer representatives who were present. 

But, as might have been expected, the wording of the sub-standard label provided 
the most important bone of contention during the consideration of the regulations 
and the best illustration of the operation of the procedure under the McNary-Mapes 
Amendment. In addition, the label has been challenged twice before the courts. The 
Food and Drug Administration originally proposed a label bearing the legend, “Be- 
low U. S. Standard: Legal—Wholesome.” Representatives of the canning industry 
who attended the hearing contended that the words “legal” and “wholesome” gave 
the impression of governmental endorsement to the sub-standard product and urged 
that they be replaced.*°* One representative urged frankly that the Administration 
adopt “some legend that will be a sales-resistance factor.”1°® Although the Chief of 
the Food and Drug Administration emphasized twice during the hearing that the 
label should not stigmatize the product, the National Canners’ Association was as- 
sured a month later that the legend finally approved would not include the words, 
“legal” and “wholesome,” but that other words qualifying the phrase, “below U. S. 
Standard,” would be used.’2° The initial regulations as they later appeared pre- 
scribed “Below U. S. Standard: Low Quality but not Illegal” as the wording of the 
sub-standard legend.1*! Canning Trade shortly afterward reported that “As a matter 
of fact, the proponents of this law expect that this legend will entirely drive out of the 

18 Nov. 21, 1930 (on file in the Food Division of the Food and Drug Administration). 

™ Hearings in Washington, D. C., April 13, 1931, and in San Francisco, April 14, upon proposals for 
standards for canned tomatoes, cherries, and apricots; hearings in Washington, D. C., April 14, 1932, upon 
proposed changes in standards and in the sub-standard label; hearings in Chicago, Jan. 18, 1935, on stricter 
standards for canned tomatoes, mushrooms, and cherries; hearings in Chicago, Jan. 26, 1937, on standards 
for canned red sour pitted cherries; notices and requests for written comments upon miscellaneous changes, 
April 21, 1933, April 30, 1934, Feb. 20, 1935, and April 21, 1937. 

5 Dep't Agr., Service & Regulatory Announcements, F. & D. No. 4, 1st Rev., Feb. 16, 1931. 

1° Id., April 27, 1931. *7 See note 104, supra. 

*° Transcript of hearings, Dec. 15, 1930, pp. 8-20. 

9 Id., pp. 12-13. See also (1931) 12 CANNING AGE 35. 


4° Address of Paul B. Dunbar, supra note 100. 
™ Service & Regulatory Announcements, supra note 105. 
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market all canned foods which must appear under it. In other words, they expect 
this legend to kill the packing of sub-standard canned foods.” The comment was 
added that “We believe Dr. Dunbar and his assistants are to be congratulated upon 
the wording, the manner of display, and the size of the legend requirement. From 
that point of view it ought to be effective.”11” 

The Administration, however, was subject to continuing doubts regarding the 
fairness of the prescribed label. Early in 1932 it announced a hearing in Washington 
upon a proposed substitute, reading “Below U. S. Standard; Good Food—Not High 
Grade.”14* The hearing was attended by approximately 70 persons, including two 
representatives of the Bureau of Home Economics and two representatives of con- 
sumer organizations. The Department sought particularly to elicit the reactions of 
the consumer representatives to the alternative legend, expressing also its own view 
that the label should not prevent the marketing of wholesome products. The only 
definite reaction obtained was favorable to the proposed substitute as being more 
enlightening and less forbidding.1** The canners’ representatives who were present, 
as one of them put it, “generally are asking that this legend be changed on fruit but 
left as it is on canned vegetables.”!1> It appeared from the testimony that avoidable 
delay in the picking of vegetables for canning and careless methods of packing had 
been widespread in the industry; that the regulations in force in 1931 had minimized 
such practices,'?® and that a change of label which would reopen the market to sub- 
standard products would lead to a prompt resumption of careless methods. In fruit 
canning, on the other hand, deficiencies in size, perfection of fruit, and other elements 
of quality were less avoidable and less objectionable to consumers, so that a label 
which would be informative but not forbidding was thought to be desirable. The 
view was expressed by the Administration, moreover, that the labels, required because 
of certain deficiencies, might well be so drawn as to specify the precise nature of the 
departures from standard.1**7 In the revised regulations which shortly afterward 
appeared’4® the proposed alteration in the label was introduced as to canned fruit 
and the former legend was retained as to vegetables. Specification of certain depar- 
tures from standard, relating largely to the appearance of the various products, was 
also permitted. In 1937, apparently without preliminary hearings, the previous sub- 
standard legend for fruit, substituting “Good Food—Not High Grade” for “Low 
Quality but Not Illegal,” was applied also to vegetables.*?® 

"8 (1931) 53 CANNING TraDE, No. 28, p. 9. 

"8 Notice, dated Mar. 18, 1932, of hearing in Washington, D. C., April 14, 1932. 

“‘ Transcript of hearing, p. 21. 

5 Id., p. 23. See also (1932) 13 Canninc AcE 286. 

*®See also Dep’t Agr. Release, Oct. 1, 1931, containing a statement by D. M. Welch, Chief of the 
Baltimore Station of the Food and Drug Administration, to the effect that “Packers were unusually careful 
in putting up canned tomatoes this season, as they have found no market for the substandard product to 
date. Having been notified of the provisions of the Mapes amendment, the canners were careful to put up 
a pack that would not require the substandard labeling.” 

™ Transcript, supra note 114, at 69. 


48 Dep't Agr., Service & Regulatory Announcements, F. & D. No. 4, 2d Rev., Aug., 1932. 
"° Id., 4th Rev., Sept., 1937. 
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Shortly after its promulgation, the original requirement of the sub-standard 
legend was challenged as it applied to sliced peaches whose sole departure from 
standard lay in a lack of uniformity in the size of the slices.1°° The plaintiff sought 
an injunction against the seizure as misbranded of several thousand cases of the 
peaches to which the required label had not been affixed, contending that the word- 
ing of the label was arbitrary and in excess of the authority delegated in the legis- 
lation. That authority, it was alleged, extended no farther than to permit the require- 
ment of “such a label as would fairly indicate the respect in which the peaches fail 
to comply with the standard promulgated.” In defense of the suit the government 
filed affidavits reciting the efforts of the Administration to gather evidence upon 
which to base its regulations, setting forth the conclusion that uniformity in the size 
of slices was considered by the trade to be an element in quality, and containing 
opinions of individual canners to the same effect. The Secretary of the National 
Canners’ Association deposed that the required label “is truly descriptive and in- 
formative of the quality of sliced canned peaches which are not uniform in size.”?** 
The court denied the injunction without opinion. Six years later the Administration 
dispensed with the requirement of even its softened sub-standard label upon canned 
peaches which “fail to meet the standard of quality and condition only in that they 
are not uniformly sized” and permitted the substitution of the legend, “Peaches, 
Ungraded for Size.”1** 

The only other challenge in court to the McNary-Mapes regulations was offered 
in an action to restrain the enforcement of the labeling requirement against canned 
soaked, dried peas, which were sub-standard by reason of not having been canned in 
an immature state as required by the regulations as revised in 1932,'*° which also 
required the addition of the statement, “Soaked dried peas” to the regular sub- 
standard label.1** Certain canners, notably the plaintiff itself, had in a few years 
built up an annual business of between 200,000 and 250,000 cases of canned soaked 
peas. These bore the legend, “Prepared from Dried Peas,” and were sold throughout 
the country at lower prices than canned fresh peas and in competition with them. 
The pea canning industry was aroused by this development. “Away with the old 
blurb that Soaked Peas are good food,” demanded Canning Trade.’** Just after the 
institution of the Morgan Company’s action the Pea Section of the National Canners’ 
Association requested the Food and Drug Administration to “actively enforce the 
regulation covering this product.”??6 

The evidence in the Morgan case showed without contradiction that soaked dried 
peas are a wholesome food, usually not less tender than the minimum permitted for 
canned fresh peas under the standard, but mealy in character, producing a cloudy 


™ F, Clemens Horst Co. v. Hyde (N. D. Calif., 1931) (unreported). 

* Typewritten transcript of evidence, on file in the Food and Drug Administration. 

%® Service & Regulatory Announcements, supra note 118, p. 5. 

The regulation complained of was promulgated May 25, 1932, and became effective in August. Id. 
™ Morgan v. Nolan, 3 F. Supp. 143 (S. D. Ind. 1933), 69 F. (2d) 471 (C. C. A. 7th, 1934). 

5 (1932) 55 CANNING TRADE, No. 3, p. 6. %% Id., no. 28, p. 48 (1933). 
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liquid, and somewhat different in taste, and that the product was marketable only 
in small quantities when it bore the government’s “crepe” label.!27 Again the 
government recited its efforts to obtain information from all interested parties before 
adopting its regulations. It proved that the plaintiff had been sent a notice of the 
hearing upon the proposed regulation relating to soaked dried peas, together with a 
copy of the proposal, and had failed to appear at the hearing or to interpose written 
objections. , 

District Judge Baltzell was suspicious of trade opinion as a basis of official regula- 
tions and demanded facts to sustain the regulation.1*® He wished to know what the 
statements in the legend, going beyond the information that the product was soaked 
dried peas, added to the information furnished to the consumer. Informed by a 
government witness that the consumer received a warning of low quality, as the 
statute intended, he suggested that the legend “is well calculated” to “cause suspicion 
in the mind of the consumer, isn’t it?” The answer was, “It might be.”?2° 

The district court held that the prescribed label was unreasonable because destruc- 
tive of trade in a legitimate product; that canned soaked peas were a different “class 
of food” from canned fresh peas; and that a different set of regulations should be 
applied to the two classes. The injunction issued and the decree was affirmed by the 
Circuit Court of Appeals. The Administration shortly afterward undertook to pro- 
mulgate separate standards and labeling requirements for soaked dried peas in 
accordance with this view.'*° 

The handling of the labeling requirement under the McNary-Mapes Amendment 
is an example, clearly, of administration not functioning in a sound and effective 
manner in certain respects. Because of pressure from economic interests, the regula- 
tions originally adopted apparently did not represent the real convictions of the 
administration. In the case involving sliced peaches, by later tacit admission, an un- 
just labeling requirement, subsequently abandoned voluntarily, was enforced against 
a canner to his great loss after having been supported by the manifestly absurd 
opinion of an interested affiant that the statement, “Low Quality, but Not Illegal,” 
correctly described fruit whose sole deficiency was irregularity in size. Only after six 
years, following a defeat in court, was a thoroughly fair and effective set of labels 
prescribed. 

In the Morgan Company case the device of judicial review appears to relative 
advantage. The trial court penetrated shrewdly to the heart of the controversy and 
rendered an apparently just decision. On the other side it might be contended that 
in reality canned dried peas were fraudulently substituted for canned fresh peas in 
retail sales and that the Administration, knowing that fact but being unable to prove 
it, had rightly struck at the practice by the only method possible, namely, stopping 
at its source the product that was susceptible to deceptive marketing. Such indirect 

* 'Typewritten transcript of evidence, on file in the Food and Drug Administration. 


“8 Transcript, pp. 98-100, 107. *™ Udy 163, 195. 
* Notice of Feb. 20, 1935. Revised regulations for peas were promulgated May 8, 1936. 
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methods of law enforcement are not, however, seriously recommended in any respon- 
sible quarter. 

It is interesting to consider whether the procedure provided in the new Act is 
likely to work an improvement in rule-making methods and in judicial review of 
regulations having to do with standards and labeling. Much bulkier and more 
expensive administrative records clearly will have to be made. Evidence will have 
to be introduced upon each constituent element in the quality of a class of food that 
is to be subjected to a standard. The effects of labels upon persons reading them will 
have to be established by adequate opinion evidence, if not by expert testimony. The 
task is likely to be exacting and long drawn-out. The gauntlet of judicial review will 
have to be run more frequently and with wider reviewing powers on the part of the 
courts. Counterbalancing the difficulties in the foregoing scheme, there will be the 
possibility and even the necessity of resisting pressure from interested groups except 
in so far as it is adequately supported by facts. More clearly-reasoned conclusions 
may result from improved analysis of the problems to be solved. Injustice in par- 
ticular cases may be avoided more successfully. Realistic judicial review may be 
furthered by the more adequate records with which the courts will be confronted— 
unless the absence of direct contact with the witnesses militates too greatly against 
shrewd judicial appraisal of the situations presented. In an ideal world, with officials 
free to pursue the public interest which they had at heart, simple, informal adminis- 
tration would be preferable; in the world of today, with groups pulling officials 
powerfully in the direction of their advantage, procedural formality in the type of 
rule-making exemplified under the McNary-Mapes Amendment seems likely to 
promote good administration—provided the administrative machine is sufficiently 
enlarged to carry the load, and provided further that the courts exercise their powers 
of review with appropriate restraint. 

Judicial review under the new statute presents an additional difficulty which must 
be met if the Act is to function. successfully. In Morgan v. Nolan, as in most other 
cases of attack upon administrative regulations of a general nature, the object of the 
suit was to restrain the application of the regulation to the plaintiff, and the judgment 
did not extend beyond that purpose. The reasonableness of the label requirement as 
applied to the plaintiff's product presented a fairly narrow issue, upon which the 
court could pass by following its usual methods. Had the question related instead to 
the reasonableness of the label requirement wherever it applied, a very different type 
of issue would have been presented. It is that type of issue which will normally be 
presented when a regulation is challenged in court under the provisions of the new 
Act, for the appeal seems intended to bring up the order as a whole. Only if the 
courts limit themselves strictly to detecting serious flaws in the administrative reason- 
ing, without themselves attempting to check the administrative conclusions upon 
such general matters in the light of reasoning of their own, will the scheme of review 
be workable. Even then it gives rise to constitutional doubts. 
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VI. Lecat Prostems ConNECTED WITH JuDICIAL REvIEW 
A. The Constitutionality of Judicial Review of General Regulations 


Several problems of a legal nature are raised by the judicial review provisions of 
the Food, Drug, and Cosmetic Act. One of these, the question of the constitutionality 
of judicial review of general regulations and particularly judicial prescription of 
affirmative action by the administrative authorities, goes to the heart of the rule- 
making process and of the function of the courts in relation to administrative action. 
The Act provides'*? that the courts shall have jurisdiction to affirm or set aside 
orders in whole or in part and, further, that “if the order of the Secretary refuses 
to issue, amend, or repeal a regulation and such order is not in accordance with law 
the court shall by its judgment order the Secretary to take action, with respect to 
such regulation, in accordance with law.” 

So far as the words of the Act are concerned, the power to affirm or set aside 
orders is no broader than that conferred in other statutes’®? which provide for the 
judicial review of administrative action. As previously noted, however,!** prior 
statutes of this nature provide for review of orders that are addressed to particular 
parties, rather than general regulations. An affirmance of such an order is simply a 
holding that the legal rights of these parties have not been infringed; a reversal in 
whole or in part is based either upon a violation of those rights or upon an excess of 
power which invalidates the order as against the only persons to whom it applies. 
Orders under the new Act, on the other hand, embody regulations that are general 
in scope. To affirm or set aside such an order is to pronounce incidentally upon the 
rights of many persons not party to the suit.1** Nevertheless, the Act contemplates a 
limited range of issues affecting the orders of the Secretary, upon which the courts 
are to pass: (1) the presence of evidence to support the findings of fact; (2) the 
power of the Secretary to act at all; (3) the conformity of the administrative pro- 
cedure to the requirements of the statute; and (4) the possible presence of arbitrari- 
ness or unreasonableness in the administrative conclusions.*** Except for the last- 
mentioned issue, these are fairly definite questions which, even when they arise out 
of an essentially non-judicial administrative proceeding, are recognized as susceptible 
to judicial determination at the suit of an interested party. No reason appears why 
they may not be determined by the courts when they arise out of rule-making 
proceedings. 

The last issue presents both practical and constitutional difficulties. Its determina- 
tion affords a vehicle for the extension of judicial review to matters which should be 
determined finally by administrative experts, if a court chooses to brand as arbitrary 

™ §701(£)(3), 21 U. S. C. §371(£)(3). 

2 See note 50, supra. 18 See p. 49, supra. 

4 Tt would be otherwise in certain cases if the courts should undertake to direct the modification of 
orders as applied to particular plaintiffs only. See p. 68, infra. 


*5 Fuchs, Concepts and Policies in Anglo-American Administrative Law Theory (1938) 47 Yate L. J. 
538, 555-556, and works cited. 
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or unreasonable** a conclusion of theirs with which it simply disagrees. Even 
where conclusions are based upon findings of fact scientifically arrived at and hence 
are subject to a minimum of procedural difficulty,1** the possibility, if not the prob- 
ability, exists that there may be unwarranted judicial interference in the outcome.1*® 
It is likely, however, that judicial self-restraint will operate, in this field,*® to limit 
judicial review to its proper scope. 

1 An alternative device for extending judicial review is the branding of a conclusion as one of law 
because it is a conclusion called for by a statute, thus subjecting it to judicial review despite the fact that 
it is properly a matter for expert determination. Federal Trade Comm’n v. Gratz, 253 U. S. 421 (1920), 
holding that the nature of “unfair methods of competition” under the Federal Trade Commission Act 
presents in the last analysis a question of law for the courts. 

18 See p. 53, supra. 

#8 The procedure under the 1906 Act was conducive to the substitution of judicial for administrative 
judgment upon essential conclusions, which were not, however, embodied in regulations. In U. S. v. 
Washington Dehydrated Food Co., 89 F. (2d) 606 (C. C. A. 8th, 1937), the question was whether the 
district court, sitting without a jury, had rightly decided a libel proceeding, involving certain sacks of 
“apple chops” alleged to be adulterated by reason of the presence of added arsenic and lead poison, in 
favor of the owners. The “chops” were dehydrated apple cuttings, intended for use in the manufacture of 
apple butter. They contained an ascertained amount of poisonous spray residue from the raw apples. The 
question under the Act, §7, was whether the chops contained “‘any added poisonous or other deleterious 
ingredient which may render such article injurious to health.” The evidence as to the quantity of poison 
was clear and the harmful effect of lead and arsenic upon human beings was not disputed. The expert 
opinion evidence differed sharply, however, upon the precise effect of the consumption of the indicated 
quantities of these poisons when contained in apple butter and other foods. The trial court found “That 
the apple butter into which the apple chops in this case would be manufactured would not have an arsenic 
or lead content which might render the apple butter injurious to health; that the apple butter would not 
be adulterated within the Food and Drug Act.” The Circuit Court of Appeals treated this finding as one 
of fact, pointed out that the burden of proof at the trial rested upon the government, and declined to 
interfere with the outcome. Actually, however, the most essential fact remained in doubt and was settled 
for the purposes of the case only by reason of the incidence of the burden of proof and the effect of the 
evidence upon the mind of the trier of fact. The real issue in such matters is whether in the light of the 
ascertained facts and of the probabilities under conflicting evidence, the conclusion is justified that the 
product should be treated as adulterated. At times, even when all the facts are clear, a question of policy 
remains which must be similarly determined. The evidence may be clear that certain poisons have cer- 
tain deleterious effects which, however, are infinitesimal in ordinary persons. The issue then takes the 
form of whether there is economic justification for subjecting consumers to the risk of absorbing such 
quantities of poison—“not . . . a disputed issue of fact, but rather a difference . . . over the meaning of 
the words, ‘deleterious ingredient, injurious to health.” W. B. Wood Mfg. Co. v. U. S., 286 Fed. 84 
(C. C. A. 7th, 1923). Under the new Act such issues are for administrative determination in the proceed- 
ings which lead to the issuance of regulations. These determinations are not to be overturned except when 
they are clearly arbitrary and unreasonable or when supporting findings are unsupported by any sub- 
stantial evidence. The burden of proof which has rested upon the government in such cases has been 
removed. Certain interests sensed while the bill was in Congress that such would be the case under the new 
law. Hearings before the Senate C ittee on C ce on S. 5, 74th Cong., 1st Sess. (1935) 266-271. 
They suggested that in a criminal proceeding for violation of a regulation the Government be required “to 
prove its case affirmatively in the first instance and that the regulation alleged to have been violated is in 
accord with the facts and the law.” Testimony of R. G. Phillips, Secy., International Apple Ass’n, Hear- 
ings before the House Committee on Interstate and Foreign Commerce on S. 5, H. R. 6906, H. R. 8865, 
and H. R. 8941, 7th Cong., 1st Sess. (1935) 324. They were defeated in their final attempt to insure 
judicial re-examination of such issues. See p. 48, apr, It is unlikely that the courts, under the statute 
as drawn, will restore the victory to them. 

* The bias against government experts in Judge Balingind's opinion in Van Camp Sea Food Co. v. 
U. S., 82 F. (2d) 365 (C. C. A. 3d, 1936), is not usual among judges in cases where matters of |physical 
science are involved. See p. 54, supra. The learned judge minimized the credibility of the testimony of 
a Food and Drug Administration expert that certain sardines were somewhat decomposed, partly on the 
ground that it had not been shown that the sardines had not been allowed to stand in an open can for 
half a day in Washington’s summer heat before being examined! The decision reversing a judgment for 
the government, based upon a jury verdict, was, however, supported by additional reasoning. 
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The question previously raised,'° of whether it is constitutional to repose in 
courts the duty of determining even the soundness of the reasoning leading to the 
conclusion that a general regulation should be promulgated, has been considered 
only in a few state cases.‘** It turns under the Federal Constitution upon the ques- 
tion of whether the soundness of the methods of reasoning in so essentially “legisla- 
tive” a proceeding can under Article III be made a matter of judicial determination. 
The closest analogies occur in rate cases involving rather numerous parties.'4? 
Orders which are “arbitrary” and “capricious” because of defective reasoning un- 
doubtedly may be set aside where only one or a few named utilities are involved.1** 
The decisions reversing orders in cases involving numerous parties are based, how- 
ever, upon deficiencies in the administrative procedure rather than upon faults in 
the reasoning.’** The question of whether the courts can be compelled to check 
upon the reasoning in such cases can only be argued, rather than answered, at the 
present time. The desirability of permitting legislative experimentation with pro- 
cedure and remedies, as well as with governmental control powers, furnishes the 
most plausible argument for sustaining this aspect of the new Act. 


More difficult to sustain is the provision previously quoted, giving the courts 
power to order the Secretary to take affirmative action according to law. Inserted 
partly, no doubt, to overcome the effect of the “negative order” doctrine, whereby an 
administrative agency’s refusal to act cannot be subjected to judicial review,14® the 
provision raises in an aggravated form the objections which contributed to the estab- 
lishment of the doctrine in the first place,’*® for it seems intended to cause the courts 
not only to direct that action be taken but also to specify what that action shall be. 
It is settled by now, if anything can be, that the federal courts cannot be asked to take 
or to direct discretionary action of an affirmative character, even where the proceed- 


4 See p. 63, supra. 

™1 In Nelson v. State Board of Health, 186 Mass. 330, 71 N. E. 693 (1904), the court for practical 
reasons construed a statute in such a way as to avoid judicial review of health regulations. In Sterling 
Refining Co. v. Walker, 165 Okla. 45, 25 P. (2d) 312 (1933), the court held it to be a proper judicial 
function to pass upon the “validity, reasonableness, and justice” of oil proration orders. 

4 Acker v. U. S., 298 U. S. 426 (1936). See also Oklahoma Cotton Ginners’ Ass’n v. State, 174 Okla. 
243, 51 P. (2d) 327 (1935); Aetna Ins. Co. v. Commonwealth, 160 Va. 698, 169 S. E. 859 (1933); 
L. & N. R. Co. v. Garrett, 231 U. S. 298, 313 (1913). 

“8The valuation cases, insisting upon “cost of reproduction” as a major factor in the value of 
utilities’ property, hold not only that such cost is evidence of value but that it must be given consideration 
in arriving at the administrative conclusion. St. Louis & O'Fallon R. Co. v. U. S., 279 U. S. 461 (1929). 
See, generally, Beutel, Valuation as a Requirement of Due Process of Law in Rate Cases (1930) 43 Harv. 
L. Rev. 1249; Barnes, Federal Courts and State Regulations of Utility Rates (1934) 43 Yate L. J. 417; 
(1936) 21 St. Louts L. Rev. 168. 

“4 Morgan v. U. S., 298 U. S. 468 (1936), 304 U. S. 1 (1938). 

“5 An agency's refusal to act where a definite right to have it act exists, or its refusal to rescind an 
arbitrary order or rule, may, on the other hand, be reviewed. Intermountain Rate Cases, 234 U. S. 476 
(1914); U. S. v. New River Co., 265 U. S. 533 (1924). See 2 SHARFMAN, THE INTERSTATE COMMERCE 
ComMISssION (1931) 410-414. 

™®In Procter & Gamble Co. v. U. S., 225 U. S. 282 (1912), the doctrine was based partly upon the 
view that for the courts to undertake to review negative orders would be to involve them in administrative 
action. 
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ing affects only a single party.'*7 To impose upon them the duty to do so in so 
distinctly “legislative” a matter as the prescribing of general regulations seems clearly 
beyond the pale. So construed, the provision of the Act here under discussion would 
be destined to fall victim to the theory of the separation of powers. The Act’s 
separability clause,’*® coupled with the apparently non-essential nature of the pro- 
vision in question,’*® would insulate the remainder of the Act from the effect of 
such an outcome. Should the provision fall, Congress may, if it wishes, substitute 
review by the Court of Appeals of the District of Columbia, which is not a court 
whose jurisdiction is limited by the Supreme Court’s interpretation of Article III, 
for review by the Circuit Courts of Appeals.1°° 

An alternative possibility exists, however. The provision of the Act here in ques- 
tion may be construed to require merely that the courts direct that some action be 
taken according to law, the administrative refusal being deemed arbitrary. Such an 
interpretation would be supported by the intention of the House Committee in 
charge of the bill when it was pending to secure the full degree of judicial review 
that was possible under the Constitution,’®? as well as by the doctrine that laws 
should be interpreted if possible so as to preserve their constitutionality. So limited, 
the provision probably does not impose administrative duties upon the courts.’°? It 
is more likely that it will receive this interpretation and be sustained than that it 
will be declared unconstitutional. 


B. The Right to Apply for Review 


For the purpose, no doubt, of avoiding the constitutional obstacle to requiring 
advisory opinions from the courts, the Food, Drug, and Cosmetic Act authorizes 
judicial review of regulations only “in case of actual controversy,” in an action 
brought by “any person who will be adversely affected.”*** The question arises of 
who are the affected persons, injury to whose interests by a regulation is likely to 
present an “actual controversy.” There can scarcely be a doubt in regard to producers 
whom the regulation directly controls. A state whose attempts at regulation on its 
own account may be impaired by an order may also be entitled to take an appeal.154 

The capacity of consumers or their representatives to proceed in court is subject 
to greater doubt. Although competitors of persons who are favored by some types of 
governmental action seem now to have achieved the status of possible challengers 

“7 Keller v. Potomac Electric Power Co., 261 U. S. 428 (1923); Federal Radio Comm'n v. General 
Electric Co., 281 U. S. 464 (1930). Compare Federal Radio Comm’n v. Nelson Bros. Bond & Mtg. Co., 
289 U. S. 516 (1933); Sterling Ref. Co. v. Walker, supra note 141. 

8 $901, 21 U.S. C. §3or. 

©The provision has the practical purpose of providing a means to compel the modification of a 
regulation upon request, where a hearing has been had upon such a proposal and a refusal to act is 
arbitrary. See note 86, supra. The sponsors of this type of proceeding no doubt thought it important, 
but it scarcely goes to the essence of the legislation. . 

™ Katz, Federal Legislative Courts (1930) 43 Harv. L. Rev. 894. See A. B. A., ADVANCE PROGRAM AND 
Reports (1938), supra note 1. #1 See p. 50, supra. 


8 Note (1934) 34 Cor. L. Rev. 908. 8 §701(f), 21 U. S. C. §371(f). 
* Hopkins Fed. Savings & Loan Ass’n v. Cleary, 296 U. S. 315 (1935). 
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of such action in court,’®® the interest of consumers is of a less tangible, certainly of 
a less definitely pecuniary, variety. Although undoubtedly consumers are “interested 
persons” entitled to be heard at the administrative hearing,’®* recognition of their 
ability to present a controversy in court would involve a further development in 
judicial reasoning. Large users of railroad freight services have not been recognized 
as proper challengers of rate orders of the Interstate Commerce Commission.1*? On 
the other hand the Court of Appeals of the District of Columbia has tentatively 
accepted the view that coal consumers may challenge price-fixing orders of the 
National Bituminous Coal Commission.’** It is apparent, moreover, that a con- 
sumers’ group might propose regulations to the Food and Drug Administration 
and bring about hearings on them. Under such circumstances it would seem unrealistic 
and needlessly traditional to deny the substantial interest of such a group in the out- 
come or the actuality of the controversy to which it would be a party if it asked for 
judicial review of unfavorable administrative action. Here, evidently, is a field for 
legal development in the recognition of interests as they present themselves in 
present-day society. The outcome awaits consumer activity and judicial decision. 


C. The Operation of Decisions upon Review 


A judgment of a circuit court of appeals pursuant to the Act, modifying or setting 
aside a regulation or ordering affirmative action,’*® will undoubtedly determine con- 
clusively as against the government the questions involved in the case—subject, of 
course, to possible reversal in the Supreme Court upon certiorari.1®° The Act, how- 
ever, specifies that the review which it provides “shall be in addition to and not in 
substitution for any other remedies provided by law.”**! There may be some doubt 
whether this provision will be sufficient to preserve the remedy of injunction in pref- 
erence to the administrative appeal, within the go days which the statute allows for 
an appeal. The doctrine that equitable relief may be had only in the absence of 
remedies at law, including statutory remedies, may operate to postpone the availability 
of injunction suits until the expiration of the statutory period. In the absence of the 
quoted provision of the statute, the previous equitable remedy might have been 
held to have been withdrawn.'®* The decisions assert the exclusiveness of explicit 
statutory remedies, partly upon the ground that the legislature intended the pro- 
visions for them to be so construed. The provision of the statute in this instance 

“5 Frost v. Corporation Comm'n, 278 U. S. 515 (1929); Sykes v. Jenny Wren Co., 78 F. (2d) 729 
(App. D. C. 1935). ™® §7o1(e), 21 U. S. C. §371(e) (Supp. 1938). 

*7 Alexander Sprunt & Sons v. U. S., 281 U. S. 249 (1930). 

*8 Saxton Coal Mining Co. v. Nat. Bituminous Coal Comm'n, 96 F. (2d) 517 (App. D. C. 1938). 

1 The constitutionality of requiring such judgments is assumed for the purposes of the discussion in this 
sub-section. 

* The Act explicitly preserves review by certiorari under §§239 and 240 of the Judicial Code. §701(f) 
(4), 21 U. S. C. §371(£) (4). 1@ §701(f)(6), 21 U. S. C. §371(£) (6). 

72 Sykes v. Jenny Wren Co., supra note 53, cert. denied, 296 U. S. 624; (1936) 45 Yate L. J. 934; 
Monocracy Broadcasting Co. v. Prall, 90 F. (2d) 421 (1937); American Sumatra Tobacco Corp. v. Securi- 
ties & Exchange Comm’n, 93 F. (2d) 236 (App. D. C. 1937). The rule here followed is closely related to 


that which requires the exhaustion of administrative remedies before resort to court. Myers v. Bethlehem 
Shipbuilding Corp., 303 U. S. 41 (1938). See note (1935) 35 Cox. L. Rev. 230. 
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clearly leaves the remedy by injunction available, at least after the time for statutory 
appeals has expired.1®* 

Assuming that an “aggrieved” person has pursued unsuccessfully the statutory 
appeal from an order imposing a regulation, the question arises whether an injunc- 
tion suit is still available to such a person or whether it is barred by the doctrines of 
res adjudicata or judicial estoppel. The question also arises whether, if a similar suit 
is brought thereafter by another party, the issues will be determined by the results 
of the prior appeal, under the doctrine of stare decisis. It seems unlikely that suits 
will be held to be thus foreclosed, for the questions upon an appeal and in an injunc- 
tion suit are essentially different. In the former the question is whether a regulation 
as applied generally is invalid in whole or in part; in the latter it is its application 
to the plaintiff which is in issue. Just as legislation which has been sustained as 
constitutional may be unconstitutional as against particular parties, including the 
party that has challenged it on general grounds,’®* so, it may be assumed, may a 
Food and Drug regulation be valid in general but invalid in some specific applica- 
tion. The appeal and the injunction suit are adapted to deciding the two classes of 
questions. 

The strictness with which the doctrine of res adjudicata operates may vary with 
the field of administration.*®> Heretofore it has not been applied with rigidity to 
defeat the government’s efforts at Food and Drug enforcement.®* In view of the 
different issues presented in injunction suits as compared: with those in statutory 
appeals, there seems little reason to suppose that either that doctrine or the doctrine 
of stare decisis will now operate to defeat the statutory policy of saving pre-existing 
remedies. 

As against a party who has unsuccessfully taken an appeal from an order impos- 
ing a regulation, it is possible that the doctrine of election of remedies*®? might be 
applied to bar a later injunction suit. It could be argued that an opportunity to 
introduce evidence in regard to the hardships of the regulation upon the plaintiff was 
afforded in the administrative proceeding, or would be afforded by the court through 
a remission of the case to the Secretary of Agriculture for the reception of such evi- 
dence, and that by prosecuting such an appeal to a conclusion the plaintiff was barred 
from resorting to further remedies. The argument assumes, however, that the remedy 
of appeal, as well as that of injunction, may be used to test a regulation as applied to 
a particular plaintiff. This assumption seems contrary to the intent of the statute. 

*8 In addition to a remedy by injunction suit, a person prosecuted for the violation of a regulation, 
may, of course, set up the invalidity of the regulation as a defense. 

1 Village of Euclid v. Ambler Realty Co., 272 U. S. 365, 395 (1926). 

*®U. S. v. Stone & Downer Co., 274 U. S. 225 (1927). For a good discussion of the subject, see 
Southern Pac. Co. v. Van Hoosear, 72 F. (2d) 903 (C. C. A. oth, 1934). 

#88 Aycock v. O’Brien, 28 F. (2d) 817 (C. C. A. gth, 1928); U. S. v. Certain Bottles of Lee’s “Save 
the Baby,” 37 F. (2d) 137 (D. Conn. 1929). See, however, George H. Lee Co. v. U. S., 41 F. (2d) 460 
(C. C. A. oth, 1930). 

For a more extended discussion of this problem, see Lee, The Enforcement Provisions of the Food, 


Drug, and Cosmetic Act, infra, at p. 83. Ep. 
#7. S. v. Oregon Lumber Co., 260 U. S. 290 (1922). 
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Not only does the saving of existing remedies appear to be designed specifically to 
preserve the means of protecting particular parties from illegal injury by otherwise 
valid regulations, but the statutory appeal is ill-designed for this purpose. Its use 
would necessitate the reception of detailed evidence regarding the affairs of particular 
parties at hearings supposedly devoted to general problems, as well as delays in the 
effectuation of the purposes of the Act while new evidence was being received and 
regulations were being reconsidered upon the remission of orders at the behest of 
parties who, perhaps, had not appeared at the original hearings through lack of notice 
or of knowledge of the precise effect of what was being proposed. It would be a 
serious error to twist the appeal proceeding to such a purpose. In this view, the 
ability of an affected concern to pursue both an appeal and the remedy by injunction 
must be conceded. 


VII. Conc.usion 


Thus it is apparent that the new Food, Drug, and Cosmetic Act, partly because 
it embodies a tendency toward greater formality of procedure and broader judicial 
review than has been customary in connection with administrative rule-making, is 
replete with new administrative and legal problems. It raises a number of questions 
that cannot yet be answered. Essential to its sound application is the realization on 
the part of administrators and courts that the effective control of the traffic in food, 
drugs, and cosmetics to the extent laid down in the statute is the prime requisite to 
public satisfaction. Private interest has in this instance been accorded full safeguards. 
The crucial question is whether business enterprise in these fields can be harnessed 
more effectively than before to the service of the common welfare. 








THE ENFORCEMENT PROVISIONS OF THE FOOD, 
DRUG, AND COSMETIC ACT 


Freperic P. Ler* 


As federal regulatory legislation goes, the Food and Drugs Act of 1906* has left 
in its wake an extensive administrative and judicial history. This has made available 
much experience as to the effectiveness of the rather wide variety of enforcement 
procedures that the Act embodies. The new Federal Food, Drug, and Cosmetic Act 
of 1938? which becomes effective June 25th, next, perfects and supplements these 
procedures in the light of such experience.* 

The Basic Procedures. The Act of 1906 provided three basic judicial and adminis- 
trative procedures for the enforcement of its prohibitions against the shipment in 
interstate or foreign commerce of adulterated or misbranded foods. These pro- 
cedures were: (1) judicial criminal proceedings with fine or imprisonment as the 
penalty; (2) judicial libel for condemnation proceedings with forfeiture and either 
destruction, disposition by relabeling or reconditioning, or sale of the articles as the 
penalty; (3) administrative exclusion of imports proceedings with either destruction, 
exclusion from. domestic commerce, or relabeling or reconditioning as the penalty. 
By later amendment to the Act of 1906 there was also provided (4) an administrative 
inspection proceeding covering seafoods.‘ 

The foregoing enforcement procedures are retained by the new Food, Drug, and 
Cosmetic Act of 1938, and the first three of them are made applicable to cosmetics 

*Ph.B., 1915, Hamilton College, A.M., 1917, L.L.B., 1918, Columbia University. Member of New 
York, District of Columbia, and U. S. Supreme Court Bars. Member of law firm of Alvord and Alvord, 
Washington, D. C. Assistant Legislative Counsel, U. S. House of Representatives, 1919-22; Legislative 
Counsel, U. S. Senate, 1922-30; Special Counsel to Secretary of Agriculture, 1933; Member and General 
Counsel, Federal Alcohol Control Board, 1934-35; Professor of Statute Law, Georgetown University Law 
School, 1929-35. 

134 Srat. 768 (1906), as am’d, 37 Strat. 416 (1912), 37 STAT. 732 (1913), 41 SraT. 271 (1919), 46 
Stat. 1019 (1930), 48 Stat. 1204 (1934), 49 Stat. 871 (1935), 21 U. S.C. §§1-15. 

?Pub. No. 717, 75th Cong., 3d. Sess., approved June 25, 1938, 52 Stat. 1040, 21 U. S. C. A. c. 9 
(Supp. 1938). (In citations to U.S. Code sections hereinafter, reference to this Supplement will be omitted.) 

*One or more of these procedures are common to the Tea Import Act of 1897, 29 Stat. 604, 21 
U. S. C. c. 2, the Meat Inspection Act, 34 Stat. 674, 21 U. S. C. §§71-96, the Insecticide Act of 1910, 36 
Stat. 335, 7 U. S. C. c. 6, the Naval Stores Act of 1910, 42 Star. 1435, 7 U. S. C. c. 4, the Federai Im- 
port Milk Act of 1927, 44 Stat. 1101, 21 U. S. C. §§141-149, and the Federal Caustic Poison Act of 
1927, 44 Stat. 1406, 15 U. S. C. c. 11. The Food and Drugs legislation together with these companion 
acts constitutes a distinct group from the viewpoint of the development of federal administrative law. 
Much of the discussion here of the enforcement procedures of the new Act of 1938 could readily be 


applied to other members of this statutory family. 
“48 Srat. 1204 (1934), as am’d, 49 Star. 871 (1935), 21 U. S. C. §372a. 
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and therapeutic devices as well as foods and drugs. Further, the new Act contains 
a permit system applicable to any class of food that may, by reason of contamination 
with micro-organisms during its manufacture, processing, or packing, be injurious 
to health, provided the injurious nature cannot be adequately determined after 
entrance of the food in interstate commerce. The new Act also provides a special 
permit system requiring a manufacturer of any new drug to secure an order of the 
Secretary of Agriculture making effective the manufacturer’s application for per- 
mission to introduce the drug into interstate commerce. The Secretary’s order must 
be based on findings that the drug is safe for use under the conditions proposed 
to be prescribed for its use in its labeling.® Further, the new Act adds a new court 
proceeding for injunctive relief at the instance of the government to restrain certain 
violations of the Act. Finally, to facilitate the policing activities of the Food and 
Drug Administration, statutory authorization is given by the new Act for the inspec- 
tion of factories, warehouses, and other establishments,* and for the copying of 
carriers’ records showing interstate shipment of food, drugs, or cosmetics and also 
the records of persons holding such goods after shipment.’ 


I. CoLLEctTION oF SAMPLES 

Sampling and analysis is a prerequisite in practically all instances to instituting 
any of the above proceedings. The procedure for sampling and the limitations 
thereon, mostly constitutional in character, are of importance to both the government 
and the individual. 

Under the old Act the power to make regulations for collection and examination 
of samples was specifically provided. The new Act makes no such affirmative grant 
of power but apparently relies on a more general authority conferred® to conduct 
examinations and investigations through officers and employees of the Department 
of Agriculture or through state health, food or drug officers or employees duly com- 
missioned by the Secretary of Agriculture as officers of the Department. The Act 
then continues® “where a sample of a food, drug or cosmetic is collected for analysis 
under this Act” the Secretary shall, upon request, provide a part of the official sample 
for examination or analysis by the owner or any person named on the label of the 
article. The statute thereby recognizes the collection and analysis of samples as one 
form of examination and investigation and at the same time makes mandatory the 
duty of apportioning the official sample—a duty previously recognized only in regula- 
tions. However, the statute permits this right to a portion of the official sample to 
be restricted by reasonable exceptions and terms and conditions to be prescribed by 
the Secretary.” 


* For further discussion of this provision, which is not treated in this article, see Cavers, The Food, Drug 
and Cosmetic Act of 1938: Its Legislative History and its Substantive Provisions, supra at p. 40, and Hoge, 
An Appraisal of the New Drug and Cosmetic Legislation from the Viewpoint of Those Industries, infra 
at pp. 119-120. 

®§704, 21 U. S. C. §374. 7 §703, 21 U. S.C. §373. 

8 §702(a), 21 U. S. C. §372(a). * §702(b), 21 U. S. C. §372(b). 

** See Regulations for the Enforcement of the Food, Drug, and Cosmetic Act, 3 Fep. Rec. 3161, 3170 
(Dec. 28, 1938). 
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The Sampling Procedures. There are several classes of samples obtained as a 
result of several sampling procedures: (1) samples obtained through purchases in the 
open market from wholesalers and retailers; (2) “voluntary” samples furnished by 
the manufacturer; (3) samples furnished by state health, food or drug officials or 
obtained pursuant to “state embargoes” imposed by such officials; (4) samples ob- 
tained through libel for condemnation proceedings; (5) samples obtained while 
imported goods are held in customs custody pending determination of admissibility; 
(6) samples obtained from a producer of goods subject to a permit system, provision 
for the taking of such samples being a condition of the permit. 

Only the third and fourth classes of samples listed above call for discussion. Re- 
course to state officials is important where samples neither can be purchased in the 
market nor are furnished by the manufacturer, because the Fourth Amendment, 
prohibiting unreasonable searches and seizures, denies to federal officials power to 
take goods without a search warrant,?® and, under federal statutes, search warrants 
can be obtained only if the property to be seized is used in the commission of a 
felony.1* Violations of the Food, Drug, and Cosmetic Act are misdemeanors and 
not felonies.!* 

The Fourth Amendment, however, is applicable to state officials only when they 
are acting primarily in a federal capacity.’* Samples taken by them primarily for the 
enforcement of a state act are not subject to the Amendment and may be admitted 
as evidence in a proceeding under the Federal Act!* even where the applicable state 
constitutional or statutory requirements are not complied with.’> In some states, 
moreover, state officials are permitted to “embargo,” i.e., seize and hold in custody, 
pending examination, articles suspected of being adulterated and misbranded,'* and 
articles so seized become accessible to federal officials for sampling purposes. 

In libel for condemnation proceedings following the filing of the libel the article 
in question is seized by judicial process and thereby comes within the jurisdiction of 

Grau v. U. S., 287 U. S. 124 (1932); Sgro v. U. S., 287 U. S. 206 (1932); Nathanson v. U. S., 290 


U. S. 41 (1933). 

4 There are a few exceptions not relevant here. 

 §303(a), 21 U. S. C. §333(a). See p. 77, infra. 

Cf. Gambino v. U. S., 275 U. S. 310 (1927). See §702(a), 21 U. S. C. §372(a), for authority to 
commission state officials as federal agents. 

“Gambino v. U. S., supra note 13. Thus if articles are obtained by the state officials for immediate 
use in their state law enforcement activities and are only subsequently turned over to the federal authorities, 
then the articles are admissible as evidence in federal proceedings. Center v. U. S., 267 U. S. 575 (1925); 
Schroeder v. U. S., 7 F. (2d) 60 (C. C. A. 2d, 1925). On the other hand, articles are inadmissible as 
evidence in federal proceedings if the search and seizure is made by the state officials under the direction 
of federal officials, or in their presence, or solely for the purpose of aiding the United States in the enforce- 
ment of its laws. Flagg v. U. S., 233 Fed. 481 (C. C. A. 2d, 1916) approved in Silverthorne Lumber 
Co. v. U. S., 251 U. S. 385 (1920); Byars v. U. S., 273 U. S. 28 (1927); Gambino v. U. S., supra. In this 
last case the articles seized were turned over to the federal officials although they were not present at the 
search and seizure and the state officials did not act under their direction. See also the following cases in 
the U. S. District Court for the Western District of New York: U. S. v. Bush, 269 Fed. 455 (1920); 
In re Schuetz, 299 Fed. 827 (1924); U. S. v. Rossi, 12 F. (2d) 956 (1926); U. S. v. Costanzo, 12 F. 
(2d) 259 (1926). 

*U. S. v. Capon Water Co., 30 F. (2d) 300 (E. D. Pa. 1929). 

** Illinois, for example, has an “embargo” statute of this character. ILL. Strat. ANN. (Callaghan, 1924) 


c. 56b, par. 30. 
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the court. Either the United States or the claimant may then move that the court 
allow through judicial process, the taking of samples of the seized article for the 
purpose of analysis and test. Such motions were usually granted under the old Act.!7 
The new Act,’® however, makes it the duty of the court to allow parties repre- 
sentative samples, and in the case of fresh fruits and fresh vegetables, also to require 
that there be furnished the claimant a copy of the government analysis that served 
as a basis for instituting the proceeding and of the identifying marks of the packages 
from which the government prior to the seizure obtained the samples analyzed. 

Analyses. The new Act lays down no requirements as to analyses. In the past 
these have been prescribed by regulations. Usually they are those recognized in the 
United States Pharmacopoeia or National Formulary, or those prescribed by the 
Association of Official Agricultural Chemists. If no method has been so recognized 
or prescribed, then methods satisfactory to the Secretary of Agriculture are used. The 
validity of the tests used may, of course, be questioned in any enforcement proceeding 
in the courts. 


II. INstrruTION oF Court PRocEEDINGS AND PRELIMINARY HEARING 


Preliminary Administrative Action and Hearing in Criminal Cases. Under exist- 
ing administrative practice a field inspector, in case of interstate shipments, forwards 
for analysis to the proper field station of the Food and Drug Administration all 
samples collected and suspected of being in violation of the Act. The results of the 
analysis are sent by the station chief with his recommendations to the chief of the 
district. If the district chief approves the recommendations and a criminal prosecution 
is contemplated, he instructs the station chief to cite the manufacturer and shipper 
of the product and other interested parties to appear at a hearing at the station’s 
headquarters to present evidence and show cause why the matter should not be 
referred to the Department of Justice for prosecution. A record of the hearing and 
usually a transcript of the evidence is kept. The respondent is given full opportunity 
to explain the situation. Rules of evidence are not followed. 

The station chief determines whether, as a result of the hearing, the case should 
be placed in permanent abeyance or proceeded with further. In making this de- 
termination consideration is given to such factors as seriousness of the violation, 
whether the respondent has since the citation changed his product to conform with 
the law, whether the violation was malicious or unintentional, whether it is a first 
offense, and, in general, whether the respondent has displayed a willingness to abide 

“In U. S. v. B. & M. External Remedy Co., 36 F. (2d) 53 (S. D. N. Y. 1929), the obtaining of 
samples pursuant to libel proceedings was held not to constitute unreasonable search or seizure or com- 
pulsory self-incrimination in violation of the Fourth and Fifth Amendments. The court did, however, 
condition its ruling by requiring the government to pay to the owner the value of the samples taken in 
case it was not successful in having the goods condemned. The court also imposed the following condi- 
tion: “Further, I think it proper to require that the claimant be given samples from the same containers 
and that it be permitted to be present at all the tests.” This last condition made the samples of little value 
to the government for the presence of the claimant at the tests would result in the government's having 


to disclose to him prior to trial the nature of its evidence. 
8 §304(c), 21 U. S. C. §334(c). 
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by the law. The recommendation of the station chief is usually followed, reversals 
resulting from administrative policies rather than from a different view of the facts. 
The informality of the hearing makes it possible for the record to include any argu- 
ment on facts or law even though it might tend to defeat the successful prosecution 
of the case. Conversely, however, damaging admissions are frequently made by 
respondents and, while the statements are not under oath, their repudiation in a 
subsequent trial may be embarrassing. 

A summary of the findings together with the recommendations are forwarded 
to the district chief who may endorse the recommendations as they stand or modify 
them. The record is then sent to the chief of the Food and Drug Administration in 
Washington, where, if it is decided to prosecute, the matter is referred to the Solicitor 
of the Department of Agriculture as to the sufficiency of the evidence. Thereafter, 
the case is transmitted by authority of the Secretary of Agriculture to the Department 
of Justice for final transmission to the United States Attorney for the proper judicial 
district. 

The new Act specifically provides’® that before any violation is reported by the 
Secretary of Agriculture to any United States Attorney for the institution of a 
criminal proceeding the person against whom the proceeding is contemplated shall 
be given appropriate notice and opportunity to present his views, either orally or in 
writing, with regard to the contemplated proceeding. By regulation the Secretary has 
provided that the “presentation of views ... shall be private and informal.” The old 
Act also provided for such a hearing although the language was ambiguous and was 
construed by some courts as requiring administrative hearings preliminary to libel 
for condemnation, as well as criminal, proceedings.*° Further, the new Act adopts the 
administrative construction previously placed on the old Act that the prospective 
defendant is éntitled to a hearing and not merely the person, such as a bailee, whole- 
saler, or retailer, from whom the sample is obtained. 

Under the old Act the United States Attorney had the duty of instituting criminal 
proceedings upon report of any violation by the Secretary of Agriculture. He was 
bound to accept the findings of the Secretary and not make any other independent 
investigation to satisfy himself. However, the United States Attorney could also 
under other general provisions of law, on his own initiative, institute proceedings 
irrespective of receipt of any report by the Secretary of a violation. In such event the 
statute required no preliminary administrative hearing.2* +The new Act omits the 
mandatory duty of the United States Attorney to prosecute at the Secretary’s direc- 
tion. In consequence the District Attorney has discretion in all instances as to 
whether criminal proceedings will be instituted. The right to a preliminary adminis- 
trative hearing still exists only when the Secretary reports the violation and does not 


 §305, 21 U. S. C. §335. For the new regulations on this section, see 3 Fep. Rec. 3161, 3162 (Dec. 
28, 1938). 

* See, e.g., U. S. v. 74 Cases of Grape Juice, 181 Fed. 629 (W. D. N. Y. 1910); aff'd, U. S. v. 2 
Cases of Grape Juice, 189 Fed. 331 (C. C. A. 2d, 1911). 

=U. S. v. Morgan, 222 U. S. 274 (1911). 
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exist when prosecution is instituted by the United States Attorney on his own 
initiative. Nevertheless the administrative hearing constitutes a real protection against 
unfounded criminal prosecutions in food and drugs cases for it is only rarely that 
the United States Attorney institutes such prosecutions otherwise than at the instance 
of the Secretary. 

According to the Supreme Court, the administrative hearing is not judicial in 
character. The parties are not compelled to attend. Any party who does attend is 
not in jeopardy, for an adverse finding is not binding against him in any way, but 
is merely a preliminary determination. A decision in his favor is not an acquittal in 
the sense that it prevents a subsequent hearing before the Department or prevents 
court proceedings being instituted.?* 

Preliminary Administrative Action in Libel Cases. The preliminary administra- 
tive procedure in libel for condemnation cases has been similar to that in the criminal 
cases except that, as pointed out above, there is no administrative hearing held prior 
to the institution of the libel for condemnation proceedings. Also, the Solicitor of the 
Department communicates directly with the United States Attorney rather than 
through the Department of Justice. 

Where even greater speed is necessary, the so-called “direct seizure” procedure is 
followed by the Food and Drug Administration. Under this procedure the field 
station communicates directly with the United States Attorney for the judicial district 
and no prior consideration is given by the district chief or by the Food and Drug 
Administration in Washington to the particular contemplated action. The direct 
seizure procedure is used where the article is one that rapidly deteriorates or that is 
expected to be moved into consumption before the necessary steps could be taken by 
way of the Food and Drug Administration in Washington. Such direct seizures, 
however, are made only pursuant to definite policies predetermined by the Food and 
Drug Administration and sanctioned by the Department of Justice. 

Discretion in Institution of Proceedings. Under the administrative practice pur- 
suant to the old Act, libel for condemnation proceedings are instituted in only four 
classes of violations: (1) food products containing added poisonous or other added 
deleterious ingredients which may be harmful to health; (2) food products consisting 
in whole or in part of filthy, decomposed, or putrid animal or vegetable substances, 
or any portion of an animal unfit for food, or a product of a diseased animal, or one 
that has died otherwise than by slaughter; (3) food or drug products so grossly 
adulterated or misbranded with false or fraudulent claims that their distribution 
constitutes a serious imposition upon the public; and (4) deliberate frauds in the 
shipment of adulterated and misbranded food products that seriously demoralize 
legitimate trade practices. Unless a violation falls clearly within one of these four 
classes, seizure action is usually not taken, but the party responsible for the violation 
is prosecuted criminally. If the violation falls within one of these four classes and 
is of a deliberate character both types of action may be taken. There is nothing in 


* Ibid. 
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the provisions of the new Act that necessitates a change in the above administrative 
practice. 

Leaving aside the question of “multiple seizures,” the exercise of discretion by 
the federal authorities in determining whether to institute criminal or libel for 
condemnation proceedings or both is not subject to judicial interference.?* Further 
the new Act®* makes specific provision that the Secretary of Agriculture need not 
report minor violations for the institution of criminal, libel for condemnation, or 
injunction proceedings if he believes the public interest will be adequately served by 
a suitable written notice of warning. This provision gives legislative sanction to the 
exercise of discretion in instituting proceedings to the end of avoiding trivial or 
unnecessary litigation.?® 

III. Crmmrar Proceepines 


Prohibited Acts. The principal prohibitions of the new Act to which criminal and 
injunction proceedings apply, are the introduction or delivery for introduction into 
interstate commerce of any food, drug, device, or cosmetic that is adulterated or mis- 
branded; the adulteration or misbranding of any such article in such commerce; 
and the receipt in such commerce of any article plus the delivery or proffered delivery 
thereof for pay or otherwise, except that the recipient may relieve himself of penalties 
if the delivery or proffer is made in good faith and on request he furnishes the gov- 
ernment with the name and address of the person from whom he purchased or 
received the article and copies of all documents pertaining to the delivery. There is 
also prohibited the introduction or delivery for introduction into such commerce of 
an article if such article is required to be manufactured, processed or packed under 
the permit system and no such permit is in force, or such article is a new drug and 
no application for its use has become effective. A shipper’s guarantee that the article 
is not adulterated or misbranded, or was manufactured, processed, or packed under 
permit if so required, will also relieve a recipient from penalties for the above basic 
violations. 

Other less important prohibitions relate to refusal to permit entry and inspection 
of factories; copying of records relating to interstate movement of articles; false 
guarantees; simulating government marks and other identification devices; reveal- 
ing of trade secrets by government officers and employees; alteration, mutilation, 
destruction, obliteration, or removal of any label if done while the article is held for 
sale after interstate shipment*® and it results in the article being misbranded under 


% See, as to libel for condemnation cases, Shawnee Milling Co. v. Temple, 179 Fed. 517 (S. D. Iowa 
1910); National Remedy Co. v. Hyde, Not. Judg., Food & Drugs, No. 16780 (Sup. Ct. D. C. 1929). 

* §306, 21 U. S. C. §336. 

* H.R. Rep. No. 2139, 75th Cong., 3d Sess. (1938) 5. 

* Removal and Alteration of Labels.—To facilitate detection subsequent to interstate shipment of mis- 
branding violations and preserve evidence of such violations, it is necessary that labels on the articles at the 
time of interstate shipment shall not be altered or removed prior to the time that the articles reach the 
ultimate consumer. This means that the federal regulatory power must protect the articles in situations 
that ordinarily would be considered as involving intra-state commerce. It also means that conflicting state 
requirements that would necessitate alteration or removal of the federal labels following completion of 
interstate shipment, must be held invalid. Appreciating the practical exigencies of such situations the 
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the Act; and specification on the labeling or in any advertising that an application 
with respect to the use of a new drug has been approved by the Secretary. The 
injunction proceedings are also available to restrain the two minor violations last 
mentioned. 

Penalties. Under the old Act a violation was subject to a fine of not exceeding 
$200 for the first offense, and for each subsequent offense to a fine of not exceeding 
$300 or imprisonment not exceeding one year or both.?* The usual penalty imposed 
was a small fine. Even for subsequent offenses the imprisonment penalty was rarely 
imposed. Because of the smallness of the fines the payment of them amounted to a 
small license fee for doing the illegal business. During the fiscal year 1937 fines in 
any one case covering one or more violations varied, according to the chief of the 
Food and Drug Administration, from sums as low as $1, $2 and $5 to a maximum 
actually paid of $1,500.00. Higher fines were imposed in several cases but were 
remitted in large part by the courts. Three small sentences imposed in connection 
with second offenses were also suspended and the defendants placed on probation. 
Under the new Act a first offense without intent to defraud or mislead subjects the 
violator to a fine of not more than $1,000 or imprisonment of not more than one 
year or both, but a second or subsequent offense and a first offense with intent to 
defraud or mislead are punishable by a fine of not more than $10,000 or imprison- 
ment for not more than three years or both. By reason of specific statutory provision 
all offenses under the Act remain misdemeanors despite the provisions of the Act 
of December 16, 1930,7* which define a felony as an offense punishable by death or 
imprisonment for a term exceeding one year and a misdemeanor as all other offenses. 

Petty Offenses and Jury Trial. The Sixth Amendment to the Constitution 


courts have held that while the states may impose restrictions or require information in addition to what 
is required by the federal government, Savage v. Jones, 225 U. S. 501 (1912); Armour & Co. v. North 
Dakota, 240 U. S. 510 (1916); Crescent Mfg. Co. v. Wilson, 233 Fed. 282 (N. D. N. Y. 1916); Fougera 
v. City of New York, 224 N. Y. 269, 120 N. E. 642 (1918); Day Borgwall Co. v. State, 190 Wis. 8, 
207 N. W. 959 (1926); Royal Baking Powder Co. v. Emerson, 270 Fed. 429 (C. C. A. 8th, 1920), even 
where the article remains in the original package up to the time of retail sale, Savage v. Jones, supra, 
Standard Stock Food Co. v. Wright, 225 U. S. 540 (1912); Corn Products Refining Co. v. Eddy, 249 
U. S. 427 (1919), nevertheless, where the state requirements interfere or conflict with those of the 
federal government, they are invalid. Thus a state statute has been declared invalid that required the 
removal of a label conforming to federal law and the substitution of a label conforming to state law. 
McDermott v. Wisconsin, 228 U. S. 115 (1913); cf. Weigle v. Curtice Bros., 248 U. S. 285 (1919). The 
above prohibition in the new Food, Drug and Cosmetic Act relating to the alteration and removal of 
labels would seem to write into that Act the rule enunciated in the foregoing cases. The Caustic Poison 
Act of 1927, supra note 3, contains a provision with respect to alteration or removal of labels similar to 
that in the new Act, but no litigation has arisen with regard thereto. Cf. as to Meat Inspection Act, U. S. 
v. Lewis, 235 U. S. 282 (1914), and U. S. v. Green, 137 Fed. 179 (N. D. N. Y. 1905). 

*"If different kinds of articles are included in one shipment, and each kind is in violation of law, 
separate penalties can be imposed. U. S. v. Direct Sales Co., 252 Fed. 882 (W. D. N. Y. 1918). This 
cannot be done, however, if the shipment consists of several packages but all of the same kind of article. 
U. S. v. Watson-Durand-Kasper Grocery Co., 251 Fed. 310 (D. Kan. 1917). Charges of both misbrand- 
ing and adulteration for the same act, permissible in some cases, serve to increase the amount of the penalty 
that may be imposed. See, e.g., U. S. v. Tilden Co., Not. Judg., Food & Drugs, No. 17325 (S. D. N. Y. 
1931). 

* 46 Stat. 1029. See U. S. v. Chapman, 3 F. Supp. goo (S. D. Ala. 1931); U. S. v. Venturini, 1 F. 
Supp. 213 (S. D. Ala. 1931). 
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requires that the trial of all crimes shall be by jury except in cases of impeachment. 
The Supreme Court has, however, repeatedly upheld the rule that despite the 
Amendment misdemeanors not involving infamous punishment were petty offenses 
and might be tried without a jury if Congress so provides. It would seem to follow 
that a proceeding with respect to such an offense would not be a “criminal prosecu- 
tion” within the meaning of the Sixth Amendment which guarantees the right of 
trial by jury in all criminal prosecutions. Congress by the Act of December 16, 
1930”° has defined petty offenses as those for which the penalty does not exceed con- 
finement in a common jail without hard labor for a period of six months or a fine of 
not more than $500 or both. Under the old Food and Drugs Act violations thereof 
were held to be petty offenses. While second offenses were subject to the possibil- 
ity of punishment by imprisonment, the maximum imprisonment was not over one 
year. Therefore the violator could only be sentenced to jail and not a penitentiary, 
nor could the sentence be to hard labor. Admitting that Congress could deprive 
defendants of the right of jury trial in case of petty offenses, it did not see fit to do so 
under either the old Act or the new Act. 

Petty Offenses and Informations. ‘The matter of petty offenses also bears on the 
question whether prosecution may be instituted by indictment only or by either 
indictment or information. The Act of December 16, 1930, not only defined petty 
offenses but also provided that all such offenses may be prosecuted upon information 
or complaint. It was at first urged that offenses not falling within the Congressional 
definition of petty offenses could not be prosecuted by information. Nevertheless 
the more drastic penalties would not seem to take the offenses out of the class 
of petty offenses, despite the Act of December 16, 1930. It was frequently held that 
offenses under the old law could be prosecuted by information.*! This rule will 
apparently continue for the Supreme Court has taken the view that the provision as 
to prosecution by information laid down by Congress in the Act of December 16, 
1930, is not exclusive. It does not prevent the prosecution by information of other 
misdemeanors not involving infamous punishment.*? 


46 STAT. 1029. 

* Frank v. U. S., 192 Fed. 864 (C. C. A. 6th, 1911); Huyler’s v. Houston, 41 App. D. C. 452 (1914). 

=U. S. v. J. Lindsay Wells Co., 186 Fed. 248 (W. D. Tenn. 1910); U. S. v. Wells, 225 Fed. 320 
(W. D. Tenn. 1913); U. S. v. Weeks, 225 Fed. 1017 (S. D. N. Y. 1912); U. S. v. 1,950 Boxes of 
Macaroni, 181 Fed. 427 (N. D. Ill. 1910). 

* Duke v. U. S., 301 U. S. 492 (1937). Prior to the exhaustive restatement of the law by Mr. Justice 
Brandeis in Albrecht v. U. S., 273 U. S. 1 (1926), there was much confusion and diversity of practice with 
regard to the filing of informations. In this case the Court held that it may be accepted as settled that 
leave must be obtained of the court prior to the filing of the information and that before granting such 
leave the court must in some way satisfy itself that there is probable cause for the prosecution. Probable 
cause for prosecution may be shown by a verification of the information or by annexed affidavits thereto, 
or the United States Attorney may file an information under his oath of office, and if he does so, his 
official oath may be accepted as sufficient to. give verity to allegations of the information. Weeks v. U. S., 
216 Fed. 292 (C. C. A. 2d, 1914). 

According to present practice under the Food and Drugs Act of 1906, the information is made on the 
oath of the United States Attorney but is also accompanied by affidavits of the Food and Drug Administra- 
tion inspector and analyst who investigated the case, sworn to before a Department official. 43 Strat. 
803 (1925). 

While affidavits are not the only means of satisfying the court that there is probably cause for the 
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Venue. Under the Constitution trial is required to be held .in the state and district 
in which the crime is committed. The most common offense under the new Act, as 
under the old Act,?3 would be the introduction into interstate commerce of adul- 
terated or misbranded articles. In virtually all cases, therefore, venue would be in 
the judicial district from which the articles are shipped. 


IV. Lier ror ConDEMNATION PROCEEDINGS 


Seizure. Under the libel for condemnation proceedings** any food, drug, device, 
or cosmetic that is adulterated or misbranded when introduced into or while in 
interstate commerce or which may not under the permit system be introduced into 
interstate commerce, may be proceeded against while in interstate commerce or at 
any time thereafter. The essential elements of the procedure are that the article may 
be seized pursuant to court process and condemned by the court. The new Act 
broadens the scope of the seizure provisions. Under the old Act the article was 
required to be adulterated or misbranded at the time of seizure pursuant to court 
process.®5 Nor could the article be seized after it left interstate commerce but only 
so long as it was being transported in such commerce, or, having been transported 
therein, remained unloaded or unsold or in the original unbroken package.*® 

Federal law is familiar with two types of seizures. One is seizure not pursuant 
to judicial process but made by an executive official (or in some cases a private indi- 
vidual) pursuant to search warrant where necessary, and prior to judicial proceed- 
ings.°* The other type is seizure pursuant to judicial process as under the federal 
food and drugs legislation. A considerable amount of confusion exists as to these 
two types of seizure proceedings.*® 

The category of executive seizures is illustrated by many provisions of the naviga- 
tion, customs, and revenue laws and the former prohibition laws. These granted the 
courts jurisdiction to confiscate or to condemn property previously lawfully seized 
by executive officers. In this type of proceeding the seizure by the executive officer 


prosecution, the affidavits do become necessary if a warrant of arrest is to issue pursuant to the filing of 
the information. The Fourth Amendment to the Constitution declares that the warrant shall issue only 
upon probable cause supported by oath. So also the affidavits serve as a basis for the issuance of a 
summons without an arrest, which is particularly the practice in prosecutions against corporations. 

* The old Act also defined the crime in such manner as to permit venue also in the judicial district 
into which the goods were shipped. U. S. v. Alaska Consolidated Canneries, 2 F. (2d) 614 (W. D. Wash. 
1924). * §304, 21 U. S. C. §334. 

*U. S. v. Five Boxes of Asafoetida, 181 Fed. 561 (E. D. Pa. 1910) holding that article, although mis- 
branded in interstate commerce, may not be seized if labeling corrected prior to seizure. 

* $10, 21 U.S. C. $14. 

* See, e.g., The Brig Ann, 9 Cranch 289 (U. S. 1815); The Josefa Segunda, 10 Wheat. 312 (U. S. 
1825); Clifton v. U. S., 4 How. 242 (U. S. 1846); U. S. v. Lariviere, 93 U. S. 188 (1876); U. S. v. 
Winchester, 99 U. S. 372 (1878); Coffey v. U. S., 116 U. S. 436 (1886). 

* This confusion is well illustrated by the following two cases: Daeufer-Lieberman Brewing Co. v. 
U. S., 8 F. (2d) 1 (C. C. A. 3rd, 1925) and U.S. v. 8 Packages or Casks of Drugs, Not. Judg., Food & 
Drugs, No. 697 (D. C. Ohio 1910). Contra to the first of these cases are U. S. v. 2615 Barrels of Beer, 
1 F, (2d) 500 (M. D. Pa. 1924) and Quandt Brewing Co., Inc. v. U. S., 47 F. (2d) 199 (C. C. A. 2d, 
1931). Contra to the second case are U. S. v. George Spraul & Co., 185 Fed. 405 (C. C. A. 6th, 1911); 
U. S. v. 2 Barrels of Dessicated Eggs, 185 Fed. 302 (D. Minn. 1911); U. S. v. 100 Barrels of Vinegar, 188 
Fed. 471 (D. Minn. 1911); and U. S. v. Capon Water Co., 30 F. (2d) 300 (E. D. Pa. 1929). 
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is a necessary prerequisite to court jurisdiction of the confiscation or condemnation 
proceedings. 

In the case of libel for condemnation proceedings under the food and drugs 
legislation the seizure is not a jurisdictional element of the cause. Jurisdiction is 
acquired by the court through the filing of the libel in accordance with the usual 
admiralty practice. Thereupon judicial process issues for attachment or seizure of 
the res. By such seizure pursuant to court process control is obtained over the res but 
such control is not a prerequisite to the institution of the libel for condemnation 
proceeding.*® 

Case at Law and Extent of Admiralty Practice. Similar to the old Act, the new 
Act provides that the procedure in libel for condemnation cases shall conform “as 
nearly as may be” to the procedure in admiralty except that on demand of either 
party any issue of fact joined in any such case shall be tried by jury. This require- 
ment does not give to the federal courts jurisdiction in admiralty in libel for con- 
demnation proceedings. It is only when a seizure is made on the high seas or 
navigable waters of the United States that proceedings for forfeiture present a cause 
for admiralty or maritime jurisdiction under the general maritime law.*° In no case 
does a seizure on land present a case cognizable in admiralty.*1 Inasmuch as the 
enforcement of forfeiture against articles seized on land does not present a case 
cognizable in admiralty but a civil suit at common law*? a jury trial can not be 
dispensed with as in admiralty but must be preserved in accordance with the Seventh 
Amendment to the Constitution.** 

The question arises as to the extent to which the procedure in the law case is to 
conform to admiralty as a result of the statutory requirement that it shall conform 
“as nearly as may be.” This question was settled in part by the Supreme Court in 
the case of 443 Cans of Frozen Egg Products v. United States.* The admiralty 
procedure requirement was there interpreted as extending to the seizure of the 
property by process in rem while the appellate review is not by appeal with trial 
de novo as in admiralty but by writ of error as at law. The case implies but does 
not decide that the nature of the proceedings subsequent to the seizure and prior to 
review of the final court order is as at law. 

In practice, however, the filing of the libel, the seizure, the intervention of the 
claimant, his answer, and all other pleadings until the case is at issue are in accord- 
ance with admiralty practice. On the other hand, the trial itself is conducted as an 

*U. S. v. Capon Water Co., supra note 38. 

“ LaVengeance, 3 Dall. 297 (U. S. 1796); The Schooner Sally, 2 Cranch 406 (U. S. 1805); The Betsey 
and Charlotte, 4 Cranch 443 (U. S. 1808). 

“ The Sarah, 8 Wheat. 391 (U. S. 1823); U. S. v. Winchester, 99 U. S. 372 (1878); Union Insurance 
Co. v. U. S., 6 Wall. 759 (U. S. 1867); Morris’ Cotton, 8 Wall. 507 (U. S. 1869). 

“ 443 Cans of Frozen Egg Products v. U. S., 226 U. S. 172 (1912). See to same effect, Lexington 
Mill and Elevator Co. v. U. S., 220 Fed. 615 (C. C. A. 8th, 1913); affirmed on other grounds, 232 U. S. 
399 (1914); U.S. v. 10 Cases, etc., Bred Spred, 49 F. (2d) 87 (C. C. A. 8th, 1931). 

“ The Sarah, 8 Wheat. 391 (U. S. 1823); U. S. v. 130 Barrels of Whiskey, 27 Fed. Cas. No. 15938 


(S. D. Ohio 1865); The Queen, 27 Fed. Cas. No. 16107 and 16108 (S. D. N. Y. 1870); The J. W. 
French, 13 Fed. 916 (E. D. Va. 1882). “226 U. S. 172 (1912). 
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ordinary trial at law and the rules of evidence governing such trials are applied, but 
the judgment is a decree in the form of an admiralty decree. In accordance with the 
Supreme Court decision appellate proceedings are as in law cases. Thus, even if the 
case is tried without a jury, the review is as in cases at law limited to the considera- 
tion of questions of law presented by the record proper independent of special 
findings of fact by the trial court. 

The Libel and Process. The libel is one of information filed in the office of the 
clerk of the United States District Court for the judicial district in which the article 
is found. It need not be supported by oath. Process is issued by the clerk of the 
court to the marshal as a matter of course upon filing of the libel. The suit being by 
the United States no stipulation for costs is a prerequisite.*° The process is a warrant 
of attachment of the property and a monition to all persons interested to appear on 
a day certain to show cause why the property should not be condemned. 


Release Under Bond. In the usual admiralty proceeding, the property attached 
may by court order, even before return of process, be released under bond to the 
claimant, upon a money deposit or stipulation with sureties in an amount fixed by 
the court. However, libel for condemnation proceedings are not proceedings result- 
ing in a money judgment, but in the condemnation of particular articles. If an article 
were proceeded against, for instance, because it is adulterated in that it contains an 
added poisonous ingredient, and then were released under bond before trial and 
without correction of its adulterated character, its subsequent disposition, while leav- 
ing a remedy on the bond to the government by way of a money judgment, would 
result in purchasers’ obtaining an article which would be fatal or harmful to their 
health. In consequence, there is usually no interlocutory release under bond of the 
article attached.*® 

Claimant. Any person having an interest in the property attached may make 
claim thereto by filing notice of appearance prior to the return day together with a 
stipulation for costs. If no appearance is made the government may obtain a decree 
of condemnation on proof of actual notice to owners of the goods attached or the 
person in possession of the goods at the time of attachment and after proof in 
addition of the required publication. 

Decree and Disposition of Articles. In the event that the condemnation of the 
article is decreed, the court may, in its discretion, order the article to be disposed of 


© Costs and Storage Charges.—Prior to the new Act the Supreme Court seemed to regard the matter 
of assessing costs and expenses against intervening claimants as governed by admiralty principles. Hipolite 
Egg Co. v. U. S., 220 U. S. 45 (1911). But cf. U. S. v. 1590 Cases of Tomato Pulp, 255 Fed. 228 (E. D. 
Pa. 1919). The new Act, however, specifically provides that when a decree of condemnation is rendered 
against an article, court costs and fees and storage and other proper expenses shall be awarded against 
the person, if any, intervening as claimant of the article This new provision settles many uncertainties that 
previously existed as to payment of costs and storage expenses. 

Claimant’s costs in libel for condemnation proceedings can not be adjudged against the United 
States even if the claimant wins. Charles v. U. S., 183 Fed. 566 (C. C. A. 5th, 1910); and U. S. v. 
French Sardine Co., 80 F. (2d) 325 (C. C. A. oth, 1935). 

“° Cf. the unusual circumstances of U. S. v. 408 Bushels of Oysters in the Shell, Not. Judg., Food & 
Drugs, No. 4922 (D. N. Y. 1915). 
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by government officers by destruction or sale, or by release to the owner on bond for 
destruction or sale after being brought into compliance with the Act through re- 
labeling or reconditioning.*7 No sale of a condemned article may be made if the 
sale would be in violation of the new Act or the laws of the state in which sold. 
The disposition made by the owner of the article must be under the supervision of 
an officer or employee designated by the Secretary of Agriculture and the expenses 
of such supervision are to be paid by the owner. Under the old law the Food and 
Drug Administration has usually opposed any release to the owner for recondition- 
ing and sale if the case is one of adulteration that in the Administration’s judgment 
cannot be corrected by relabeling or reconditioning as, for example, poisonous or 
decomposed foods.** If following release to the owner, the article is disposed of in 
violation of the conditions of the bond, the bond may be forfeited or the owner 
punished for contempt of the court order.*® 

Multiple Seizures. The most extensive changes made by the new Act in the libel 
for condemnation proceedings are those relating to multiple seizures. Multiple sei- 
zures present the question whether the government may libel for condemnation a 
particular lot when seizure proceedings on a different lot of the same product are 
still pending. There is always the possibility of undue hardship on the manufacturer 
if he is compelled to defend numerous libel proceedings at the same time in numer- 
ous district courts over the country. Thus in the B. & M. External Remedy Case 
where twelve such proceedings were pending simultaneously in widely separated 
district courts, the Court of Appeals for the District of Columbia stated that such 
prosecutions were unnecessarily oppressive.°° 

The new Act proposes to meet the multiple seizure situation by providing that 
no libel for condemnation proceeding may be instituted for misbranding if another 
such proceeding is pending in any court based upon the same alleged misbranding, 
and that not more than one such proceeding shall be instituted if no other such 
proceeding is so pending. The limitation does not apply to adulteration cases, and 
further there are broad exceptions that permit multiple seizures if the alleged mis- 
branding has been the basis of a prior judgment in favor of the United States in any 
criminal, injunction, or libel for condemnation proceeding, or if the Secretary of 
Agriculture has probable cause to believe from the facts found, without hearing, 


“In cases of default condemnation decrees where no claimant appears, the court has occasionally 
ordered the distribution of the articles to some charitable institution if the articles are of value and contain 
no injurious ingredients, or has turned them over to the Department of Agriculture for experimental 
purposes. 

“Occasionally the court has refused to release to the owner on bond under other circumstances, as, 
for instance, where the article was fraudulently misbranded to represent competing articles of much higher 
value to the injury of trade competitors and the claimant has been convicted of similar offenses before and 
had numerous other proceedings pending against him. U. S. v. Two Cans of Sweet Birch and Three Cans 
of Oil of Gaultheria, 268 Fed. 866 (S. D. N. Y. 1920). For release under bond contrary to the Adminis- 
tration’s representations, see U. S. v. 1443 Cases, etc., Canned Salmon, 7 F. Supp. 77 (W. D. Wash. 1934). 

See, e.g., U. S. v. 40 Barrels of Adulterated and Misbranded Buttermilk, Not. Judg., Food & Drugs, 
No. 17, 275 (D. Ore. 1930). 

* National Remedy Co. v. Hyde, 50 F. (2d) 1066 (App. D. C. 1931). See also, Hearings before the 
Senate Committee on Agriculture and Forestry on S. 4235, 69th Cong., 1st Sess. (1926) 3. 
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that the misbranded article is dangerous to health, or that the labeling is fraudulent, 
or that the labeling would in a material respect mislead to the injury or damage of 
the purchaser or consumer. 

Provision is also made that in situations where the number of libel for condem- 
nation proceedings is limited, the one proceeding instituted may be removed for 
trial to any district court agreed upon by stipulation between the parties, or in the 
absence of such a stipulation to a district court of reasonable proximity to the claim- 
ant’s principal place of business. Further, in situations where multiple seizures 
are permitted, proceedings pending in two or more jurisdictions are required on 
application by the claimant to be consolidated for trial. The trial may be had in any 
one of the districts where proceedings are pending, to be selected by the claimant, or 
in a district agreed upon by stipulation between the parties, or if neither of these 
alternatives is adopted, in a district court of reasonable proximity to the claimant’s 
principal place of business. 

Res Judicata, A further problem arises if the government libels a particular lot 
of a product, when with respect to a different lot of the same product, the claimant 
has either been acquitted in previous criminal proceedings or a decree unfavorable 
to the government has been entered in previous libel for condemnation proceedings. 
The problem is one as to what constitutes res judicata under the food and drug 
legislation. ; 

One of the earliest series of cases typical of this point arose under the Insecticide 
Act which contains libel for condemnation provisions similar to those for food and 
drugs. In 1917 the government filed a criminal information in the United States 
District Court of Nebraska charging the George H. Lee Co., with misbranding a 
number of cans of insecticide. The court instructed the jury that the government 
must prove that the violation was fraudulent or intentional. The jury then returned 
a verdict of not guilty.°? The instructions of the court were clearly in error, yet no 
appeal would lie because the case was a criminal one. In 1927 the government filed 
a libel for condemnation in a United States District Court for Missouri®* against 
a number of cans of the same insecticide charging that the articles were misbranded. 
The George H. Lee Company appeared as claimant and set up in its answer the 
judgment in the Nebraska case as a bar. The motion of the government to strike out 
this portion of the answer was granted. However, when the case was tried it resulted 
in a decree in favor of the claimant. 

Subsequently, in 1928, the government instituted libel for condemnation proceed- 
ings against another consignment of the same insecticide in a United States District 
Court in California.®* The same defense was presented by the claimant who offered 
in evidence not only the judgment in the Nebraska case but also the decree in the 
Missouri case. The court excluded this evidence on the objection of the government 

"U.S. v. George H. Lee Co., Not. Judg., Insecticides, No. 1052 (D. Nebr. 1924). 


U.S. v. 63 Quarts of Lice Killer, Not. Judg., Insecticides, No. 1191 (W. D. Mo. 1928). 
SU. S. v. 65-3/12 Dozen Quart Size Lee’s Lice Killer, Not. Judg., Insecticides, No. 1192 (S. D. Calif. 


1930). 
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to its admissibility, and entered the order finding for the government on the mis- 
branding charges. On appeal, however, the Circuit Court of Appeals for the Ninth 
Circuit reversed the judgment of the lower court, holding that the government was 
estopped by the judgment and decree in the earlier Nebraska and Missouri cases.°* 
The only difference between the present case and the earlier cases, according to the 
court, was that different shipments were involved. This was not sufficient to prevent 
the application of the principle of res judicata.®® 

If the doctrine of res judicata is applied, the result is that a final decision by any 
court adverse to the government’s contentions would give the manufacturer of a 
particular article the privilege of doing an interstate business in that article free from 
molestation thereafter by the government. It means that the government could not 
afford to lose a single case brought against an article of food or drugs. It would result 
in a substantial increase in the contested cases because manufacturers could afford to 
contest many actions brought against their goods in the hope that one of them would 
return a favorable verdict. 

The question also arises as to whether the claimant would be estopped after a 
decree of condemnation in favor of the government from asserting in the future that 
his goods were not misbranded, and whether all that the government would need 
to show in subsequent libel actions would be the prior judgment. 

Food and drug cases are often presented to courts not fully informed as to the 
nature of the Act and equally as often presented by inexperienced assistants to district 
attorneys. Also, the inconsistencies in jury verdicts are notorious. Further, formulas 
and therapeutic claims for drugs, for instance, vary from year to year for different 
lots of drugs marketed under the same brand name or trademark. A mere change 
in prevailing medical opinion would often cause valid therapeutic claims to become 
invalid or conversely. There are bound to be variations in any two cases between 
the evidence presented and the manner of presentation. These are practical con- 
siderations that indicate that the doctrine of res judicata should not be applicable. 

George H. Lee Co. v. U. S., 41 F. (2d) 460 (C. C. A. gth, 1930). 

For similar series of cases, see “Lee’s Save the Baby”:—U. S. v. Certain Bottles of “Lee’s Save the 
Baby,” 37 F. (2d) 137 (D. Conn. 1929). “Bred Spred”: U. S. v. 49-% Cases of Bred Spred, Not. 
Judg., Food & Drugs, No. 17351 (E. D. Mich. 1927); U.S. v. 15 Cases of Bred Spred, Raspberry Flavor, 
Not. Judg., Food & Drugs, No. 17352 (D. Ind. 1928); U. S. v. 10 Cases of Bred; Spred, Not. Judg., Food 
& Drugs, No. 18426 (S. D. Iowa 1930); U. S. v. 10 Cases More or Less of Bred Spred, 49 F. (2d) 87 
(C. C. A. 8th, 1931). B. & M. External Remedy: U. S. v. 11 Packages of B. & M. External Remedy, Not. 
Judg., Food & Drugs, No. 11671 (D. N. H. 1923); U.S. v. 8 Dozen Bottles B. & M. External Remedy, 
Not. Judg., Food & Drugs, No. 18176 (various District Courts, 1929-31); National Remedy Co. v. Hyde, 


Not. Judg., Food & Drugs, No. 16780 (Sup. Ct. D. C. 1929), National Remedy Co. v. Hyde, 50 F. (2d) 
1066 (App. D. C. 1931). 

For decision by the Supreme Court involving similar problems in a customs case, see U. S. v. Stone 
and Downer Co., 274 U. S. 225 (1927), holding that the doctrine of res judicata is not applicable in the 
matter of classification of importations of similar articles; but see Coffee v. U. S., 116 U. S. 436 (1886); 
Stone v. U. S., 167 U. S. 178 (1897); Murphy v. U. S., 272 U. S. 630 (1926); Aycock v. O’Brien, 28 F. 
(2d) 817 (C. C. A. oth, 1928). 

As to cases on estoppel on prior judgment, see Cromwell v. County of Sac, 94 U. S. 351 (1876); 
Bissell v. Spring Valley Township, 124 U. S. 225 (1888); New Orleans v. Citizens Bank, 167 U. S. 371 
(1897); Southern Pacific R. R. Co. v. U. S., 168 U. S. 1 (1897); Dennison v. U. S., 168 U. S. 241 (1897). 
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V. Injunction ENForRCEMENT PROCEEDINGS 

A wholly novel enforcement procedure, so far as federal food and drug legislation 
is concerned, is provided by the new Act. This is the injunction procedure.5* Under 
it a statutory injunction may be obtained to restrain the principal offenses under the 
Act and certain of the minor ones as heretofore mentioned.57 

The objectives sought by Congress in providing for the new procedure are stated 

in the report of the House Committee on Interstate and Foreign Commerce: 
This procedure will be particularly advantageous in border-line cases that cannot be settled 
without litigation. In many such cases it is unfair to the manufacturer to subject him to 
criminal trial and likewise unfair to the public to have the issue determined under the 
restrictions necessarily prevailing in criminal procedure. This remedy should reduce litiga- 
tion. In some cases it should avoid the hardship and expense to litigants in seizure cases. 
In many instances seizure is a harsh remedy and should be discouraged or confined to 
those cases where the public protection requires such action. In many cases, it is believed 
. .. injunctions can be used with equal effectiveness and with less hardship. A seizure case 
finally decided in favor of a defendant leaves him without recourse for his losses, including 
court costs, storage, and other charges.5§ 

There is no statutory provision for a jury trial as a part of the injunction proceed- 
ing. However, if the injunction is violated the new Act specifically provides that 
on demand of the accused a jury trial may be had in the subsequent contempt pro- 
ceedings. The constitutional validity of a statute that, though permitting the govern- 
ment to substitute injunction for criminal proceedings, deprives an individual of a 
jury trial with respect to an offense for which a jury trial had theretofore been avail- 
able, is not wholly clear. The injunction proceedings authorized are analogous to the 
common law right of the state to abate and restrain public nuisances through injunc- 
tion. This public nuisance category has been extended by legislation authorizing 
injunction enforcement proceedings for various minor offenses in health and similar 
fields without a jury trial being necessary.°® Violations of the Food, Drug, and 
Cosmetic Act would seem likely to fall within this category. This is particularly so 
since offenses under the Act for the most part can be regarded as petty offenses for 
which Congress could even in criminal proceedings, if it chose, deprive the defendant 
of a jury trial. That there are limits beyond which Congress may not go in providing 
for law enforcement by injunction seems obvious, but the scope to be given to the 
constitutional guaranty of a jury trial still remains to be defined.*° 


VI. Exctusion oF Import PRroceEpINcs 
The new Act makes no extensive changes in the exclusion of imports proceedings. 
The proceedings are wholly administrative and involve no court action although 


$302, ar U. S. C. §332. 

% The granting of temporary restraining orders without notice and the practice and procedure in case 
of contempt proceedings are governed by §§17 and 22 of the Clayton Act, 38 Stat. 737 (1914), 28 
U. S. C. §381, which are incorporated by reference into the new Act. 

®H. R. Rep. 2139, 75th Cong., 3d Sess. (1938) 3-4. 

"See Statutory Extension of Injunction Law Enforcement, Note (1932) 45 Harv. L. Rev. 1096. In 
recent years the statutory injunction proceedings have also been extensively used by Congress for enforce- 
ment of administrative orders in quasi-judicial proceedings without providing for a jury trial. 

See Simpson, Fifty Years of American Equity (1936) 50 Harv. L. Rev. 224-227. 
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judicial review is possible in collateral injunction proceedings against the appro- 
priate government official® or in a collateral suit by the government on the im- 
porter’s bond. The exclusion proceedings require the complementary action of two 
departments of the government, the Department of Agriculture and the Treasury 
Department. Under the exclusion of import proceedings, articles offered for importa- 
tion are refused admission if manufactured or processed under unsanitary conditions, 
or if forbidden or restricted in sale in the country in which produced’ or from which 
imported, or if the article is adulterated or misbranded, or is a new drug and no 
application for its use has become effective. 

Pending determination of the admissibility of an article, it may be released to 
the importer under an “entry bond” for the full invoice value of the goods plus the 
duty thereon, conditioned on the article’s conformity to the requirements of the law 
and the return of the shipment to customs custody if demanded. Unless, upon the 
investigation of samples of the shipment, a violation is disclosed, a notice of release 
is sent to the importer.°* Where violation is found, notice is given and an informal 
hearing held. If the decision is adverse to the importer, he may appeal—again in- 
formally—first to the Chief of the Food and Drug Administration and then to the 
Secretary of Agriculture.®* If the appeal is denied, the shipment is destroyed unless 
exported within three months or unless it is released for reconditioning under a 
procedure similar to that used in libel for condemnation cases. If the shipment is 
not disposed of by one of these methods, action may be brought on the importer’s 
bond. To avoid forfeiture of the full amount of the bond, such suits are frequently 
compromised. 

The procedure described above has not been materially altered under the new 


Act.®4 
Embargoes. The old Act provided for refusal of admission not only if the article 
was adulterated or misbranded but also if it was otherwise dangerous to the health 


* Ambruster v. Mellon, 41 F. (2d) 430 (App. D. C. 1930). See, for a legislative investigation of the 
situation surrounding this case, Administration of the Food and Drugs Act, Hearings before the Senate 
Committee on Agriculture and Forestry, 71st Cong., 2d Sess. (Feb. 12 to June 30, 1930). Usually the 
injunction is sought to restrain the government officer from applying an unreasonable standard or test in 
ascertaining whether the article is in violation of the applicable Act and from further holding the ship- 
ment in customs custody. See Knapp v. Calloway, 52 F. (2d) 476 (S. D. N. Y. 1931) and Knapp v. 
Hyde, 50 F. (2d) 272 (S. D. N. Y. 1931). For successful proceedings under the similar exclusion of 
import proceedings of the Tea Import Act, see Waite v. Macy, 246 U. S. 606 (1918). Cj. Buttfield v. 
Stranahan, 192 U. S. 470 (1904), and Sang Lung v. Jackson, 85 Fed. 502 (C. C. N. D. Cal. 1898). 

™ Releases are of three types: a straight “release without comment” which may be considered by the 
importer as a definite determination that future shipments of the same character will not be detained; a 
“release without prejudice” if there is doubt as to whether a violation of law is involved but further pro- 
ceedings are not desired to be instituted, such release indicating that future shipments may be detained on 
the basis of further information and subsequent examination; and a “release with warning” which is 
issued in those cases in which the article is in violation of law but, by reason of the newness of the 
applicable standard or regulation, it seems fair to give warning to the trade before detaining and 
excluding from admission shipments offered for importation. 

® Appeals to the Secretary are rare and are usually, but not always, referred by him to the Chief of the 
Food and Drug Administration. 

“In the new Act the “entry bond” is described as a “bond as liquidated damages’ instead of as a 
“penal bond.” It is doubted that this will affect the present practice of compromising suits on these bonds. 
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of the people of the United States. This health provision in the old law was used as 
a basis for certain embargoes imposed by the Food and Drug Administration. Under 
these any article of the class embargoed was automatically excluded from importation 
following a declaration of embargo by the Secretary of Agriculture. This health 
provision has been omitted in the new Act although seemingly the definition of 
adulteration under the new Act is sufficiently broad to cover any situation in which 
the article has in it any substance, whether or not added, in sufficient quantity to 
render the article injurious to health. 

The embargo has been used even though seemingly the provisions of the old Act 
contemplate refusal of admission only following examination of a particular lot 
offered for importation, opportunity for hearing to the importer or owner, and find- 
ings by the food and drug officials pursuant to the ordinary exclusion procedure. 
For example, in 1927 a typhoid outbreak occurred in and near Montreal, Canada. 
More than 1,000 cases were reported within a short time. Substantial amounts of 
milk and cream from this area were customarily imported into the United States. 
The Secretary therefore ordered an embargo against milk and cream originating 
within this area until such time as the source of the infection was definitely deter- 
mined and authorities of this government were satisfied that adequate preventative 
measures had been taken.*® 

No court contest has ever arisen as to the validity of the several embargoes, 
probably since the dangerous character of the articles embargoed was not seriously 
questioned.*¢ 


VII. Facrory INspecrion AND PERMIT PROCEEDINGS 


Factory Inspection. Without specific authority of law, except in the case of sea- 
food, the Food and Drug Administration has maintained under the old Act a volun- 
tary system of inspection of factories in which are manufactured food and drugs for 
interstate shipment. Most manufacturers do not object to inspection of their factories, 
although their acquiescent attitude may be induced in part by the same considera- 
tions mentioned earlier that lead them to furnish “voluntary” samples. Reports of 
factory inspections present valuable information as to the likelihood of violations of 
the Act occurring with respect to the product of the particular manufacturer in the 
event the articles are shipped in interstate commerce. The reports also enable the 
Administration to plan its enforcement projects. Factory inspection further enables 
the detection of many forms of violation that would be difficult of ascertainment 
without such inspection. This is particularly true of foods produced under un- 
sanitary conditions. In many instances it is impossible to determine from a chemical 


© Press Release, Dep’t Agr., March 28, 1927. This matter could now be dealt with under the later 
Milk Import Act, supra note 3. 

For other examples of embargo, see absinthe: Food and Drug Inspection No. 147, July 25, 1912; 
peyote: S. R. A., Chemistry, No. 13, May 3, 1915, p. 3; cannabis sativa: S. R. A., Chemistry, No. 16, 
Jan. 26, 1916, p. 30; beans from India or East Indian colonies: S. R. A., Chemistry, No. 20, July 2, 1917, 

. 62. 
: * Some of the embargoes perhaps could have been established by action of the President pursuant to 
the Act of August 30, 1890, 26 Stat. 415, §4, 21 U. S. C. §18. However, this procedure was not used. 
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or bacteriological examination the conditions under which a particular food or 
drug was produced. Specific authority for such factory inspection is written into 
the new Act.®? The inspecting official must make request of the owner, and the 
entry and inspection requested must be undertaken at a reasonable time. Refusal 
to permit such inspection subjects the owner to a penalty. 

Voluntary Seafood Inspection. Under the Meat Inspection Act a similar factory 
inspection system, but one including compulsory observance of requirements as to 
sanitary conditions for the processing of products for interstate shipment, has been 
authorized by law for meat packing plants since 1906. This Act served as a legis- 
lative precedent for writing into the old Food and Drugs Act the amendment of 
1934 providing for an inspection system covering seafood.®* This inspection system 
is in effect a permit system for seafood processors. It is one of the few provisions of 
the old Act that is not repealed but is continued in force for the future by the new 
Act.8? 

Investigations by the Food and Drug Administration of shipments of seafood 
showed that excessive amounts of seafood, particularly shrimp, were filthy, decom- 
posed, or otherwise unfit for food. Numerous libel for condemnation and criminal 
proceedings were instituted and had an injurious effect on the market. In con- 
sequence, the industry itself supported a different approach to the problem and 
urged the seafood amendment. The difficulties lay in the inability of the packer to 
compel the fishermen to adopt proper practices and in the under-processing, lack of 
equipment, and lack of packing personnel adequately trained and supervised to 
exclude shrimp not fit for food. 

Pursuant to the amendment, the inspection system was first inaugurated for 
shrimp packing plants. It is voluntary although a number of inducements are em- 
bodied in the amendment and the regulations thereunder to make acceptance of 
the system widespread. A packer may apply for inspection for his plant and is 
granted it if the plant possesses suitable specified processing equipment and sanitary 
facilities. In order to retain the inspection service the packer must also observe 
sanitary requirements as to unloading platforms, equipment and plant, and preven- 
tion of bacterial spoilage, processes specified for closure of the can, and requirements 
as to the time and temperature for processing. A plant for which inspection is being 
furnished may not can, handle, or store shrimp that has not been inspected and 
approved by the food and drug inspectors. The plant is required to dispose of, for 
non-food purposes, shrimp condemned by them as unfit for food. The cost of the 
service is paid by the owner of the plant and amounts to about one-fourth of a 
cent per can. Lots of canned shrimp inspected and passed as conforming to the 
requirements of the regulations are issued an inspection certificate to that effect, and 
the labels thereon are required to bear the legend “Production Supervised by United 
States Food and Drug Administration.” 


* §704, 21 U. S. C. 374. 
48 Srat. 1204 (1934), am’d, 49 Star. 871 (1935), 21 U. S. C. $3722. 
© §902(a), 21 U. S. C. §392(a). 
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The inspection system is also interwoven with a label approval system. Not only 
must the labels bear certain prescribed statements, but they also are required to be 
submitted to the Food and Drug Administration for approval. Approval will be 
given only if the label is found to conform to the requirements of the Food and 
Drugs Act as to misbranding and the like. While there is no direct prohibition 
against the use of an unapproved label, failure to submit labels for approval is a 
basis for withdrawal of inspection. The use of an unapproved label is also a basis for 
denying an inspection certificate. Practically, only approved labels are used. An 
approved label may not be used on canned shrimp that has not been inspected unless 
destined for export. 

While the shrimp inspection service is not a mandatory requirement of law, 
practically its use for the shrimp packer has been found advantageous. Unless the 
packer avails himself of the inspection service, his product, if shipped in interstate 
commerce, is liable to condemnation if found to be unfit for food and the packer is 
subject to criminal prosecution. Use of the inspection certificate avoids the likelihood 
of such proceedings and the trade losses that result from the attendant publicity. 
Also, unless the packer avails himself of the inspection service he is unable to label 
his products under the supervision of the government, and as a result sales resistance 
is met both from distributors and consumers. 

It is contemplated that similar inspection service will be established for salmon 
and other seafood, although at a hearing in 1936 spokesmen representing 92% of the 
salmon canning industry refused to request inspection. 

Compulsory Emergency Permit Control. The new Act*® adds a further inspec- 
tion and permit system that has no voluntary aspects. It is applicable to any class 
of food that the Secretary finds injurious to health by reason of contamination of 
micro-organisms during manufacturing, processing or packing thereof in any local- 
ity, provided the Secretary also finds that the injurious nature of such class of food 
cannot adequately be determined after the articles have entered interstate commerce. 
Such a system would also cover seafood and presumably be applicable to the salmon 
industry which has not acquiesced in the voluntary system under the seafood amend- 
ment. It would also, of course, apply to many other classes of foods subject to 
unsanitary conditions in connection with their preparation. 

Following any such finding of the Secretary, manufacturers, processors, or packers 
of such class of food are required to obtain permits to which are attached conditions 
governing the manufacturing, processing, or packing methods. The system is re- 
garded as a form of emergency control and the permits are required under the Act 
only for such temporary periods as may be necessary to protect the public health. 
However, the Act does not mention any specific time limit. While the permit system 
is in effect no person may introduce or deliver for introduction in interstate com- 
merce any class of food covered by the system unless he has in effect a permit. 
Permits may be suspended by the Secretary immediately if any of the conditions 


 §404, 21 U.S. C. §344. 
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thereof have been violated. No preliminary hearing is required in view of the neces- 
sity for prompt action, but the holder may apply for reinstatement and a prompt 
hearing on his application therefor. If inspection shows that adequate measures have 
been taken to comply with and maintain the conditions of the permit, it is required 
to be reinstated. Employees of the Food and Drug Administration duly designated 
for the purpose may have access to the factory at all times in order to ascertain 
whether or not the conditions of the permit are being complied with and denial of 
such access is a ground for suspension of the permit. The compulsory inspection 
system under the Meat Inspection Act is closely similar and is apparently constitu- 
tionally valid.* 


VIII. Pus.icrry 


Notices of Judgment. The new Act provides that the Secretary of Agriculture 
shall cause to be published from time to time reports summarizing all judgments, 
decrees, and court orders rendered under the Act, including the nature of the charge 
and the disposition thereof."* This is similar to the provision of the old Act provid- 
ing for the publication of the so-called notices of judgment. The main purpose served 
is that of an additional deterrent to violations of the Act, for in general it may be 
said that the publicity resulting from the notices of judgment is frequently superior 
in its deterrent effect to that of the penalties imposed. This follows because public 
knowledge that the product has been involved in a violation of the law serves to 
prejudice it in the eyes of wholesalers and retailers and to some extent the consumers, 
and the data contained in the notices of judgment are doubtless made use of by trade 
competitors. The validity of the authority granted the Secretary to issue notices of 
judgments has never been seriously contested."® 

Public Warnings. The new Act also provides** for the dissemination of informa- 
tion regarding food, drugs, devices or cosmetics in situations involving, in the opinion 
of the Secretary, imminent danger to health or gross deception to consumer. This 
authority will permit keeping the public and the trade advised of the results of 
investigations made by the Department of particular classes of articles. The pro- 
vision also gives specific statutory authority for the educational and cooperative work 
that the Department has engaged in in the past through public warnings in the form 
of press releases. These usually cover types of violations that come to the Food and 
Drug Administration’s attention and that it expects the trade to correct, or in regard 
to which it desires to warn the public for its own protection. 

Publicity is an effective part of the administrative machinery of the Food and 
Drug Administration and makes it practicable to reduce litigation and use the more 
drastic enforcement procedures only for the more flagrant types of violations. 


™ Pittsburgh Melting Co. v. Totten, 248 U. S. 18 (1918); U. S. v. Cudahy Packing Co., 243 Fed. 441, 
450 (D. Conn. 1917). 


™ §705(a), 21 U. S. C. §375(a). 
® Cf. Huyler’s v. Houston, 41 App. D. C. 452 (1914); Arbuckle v. Blackburn, 113 Fed. 616 (C. C. A. 


6th, 1902). ™ §705(b), §375(b). 











THE CONTROL OF FALSE ADVERTISING UNDER 
THE WHEELER-LEA ACTT 


Mitton Hanpter* 


The new Federal Food, Drug and Cosmetic Act, like the Act of 1906,? does not 
penalize and, indeed, has no application to the false and misleading advertising of 
food, drugs and cosmetics. Control over such advertising is continued in the Federal 
Trade Commission whose powers,* however, have been augmented by the Wheeler- 
Lea Amendments* enacted in March, 1938. Regulation of advertising is not a new 
function for the Commission. Since its establishment, the Commission has en- 
deavored to suppress improper advertising in all trades and industries engaged in 
interstate commerce. The recent amendments are designed to supplement and 
strengthen its control over the advertising of food, drugs, devices and cosmetics® and, 
although not included in the Food, Drug and Cosmetic Act, must be regarded as an 
integral part of food and drug legislation. The Commission’s jurisdiction over false 
advertising in other industries is predicated upon its general authority over “unfair 
methods of competition”® and “unfair or deceptive acts or practices,”* and not, as in 
the case of food, drug and cosmetic advertising, on any specific enactment. 


+ Grateful acknowledgment is made to my heavy indebtedness to Lawrence R. Eno, Esq., of the New 
York Bar for his invaluable assistance in the preparation of this article. 

* A.B., 1924, LL.B., 1926, Columbia University. Member of the New York Bar. Associate Professor, 
Columbia University School of Law. Adviser to the Secretary of Agriculture in the drafting of the food, 
drug, and cosmetic bill (S. 1944) introduced by Senator Copeland of New York in the 73d Congress, First 
Session, 1933. General Counsel, National Labor Board, 1933-1934. Special Assistant to the Attorney Gen- 
eral, 1933-1934, 1937-1938. Author of casebooks on Vendor and Purchaser (1933) and Trade Regulation 
(1937). Contributor of numerous articles to legal periodicals on subjects relating to false advertising and 
other problems in the field of trade regulation. 

*Pub. No. 717, 75th Cong., 3d Sess. (June 25, 1938) c. 675, 52 Stat. 1040 (1938), 21 U.S. C. A, 
c. 9 (Supp. 1938), hereinafter cited as “FD & C Act.” 

234 Stat. 768 (1906), 21 U. S. C. §1, hereinafter cited as “F & D Act.” 

® Federal Trade Commission Act, 38 Stat. 717 (1914), 15 U.S.C. §41, hereinafter cited as “FTC Act.” 

“Pub. No. 447, 75th Cong., 3d Sess. (March 21, 1938) c. 49, 52 Stat. 111 (1938), 15 U.S. C. A, 
c. 2 (Supp. 1938), hereinafter cited as “FTC Act, as amended.” The amending provisions of the Wheeler- 
Lea Act are contained in but three sections. Reference will be made herein to the section numbers of the 
amended act rather than those of the amending act. 

° The advertising provisions of the Wheeler-Lea Amendments, supra note 4, are applicable only to 
food, drugs, devices and cosmetics. The definition of food and drugs contained in that law is a clarifica- 
tion of the definition contained in the F & D Act of 1906 §6, 21 U. S. C. §7; the definition of devices and 
cosmetics is new. The definitions in both the Wheeler-Lea Act and the FD & C Act are identical. FTC 
Act, as amended, §15(b), (c), (d), (e), 15 U. S. C. A. §55(b), (c), (d), (e) (Supp. 1938); FD & C Act, 
§201(f), (g), (h), (i), 21 U. S.C. A. §321(f), (g), (h), (i) (Supp. 1938). 

* FTC Act, §5, 15 U. S.C. §45. 

* This new standard of legality has been imported into §5 of the FTC Act by the Wheeler-Lea Amend- 
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The efficacy of legislation curbing false advertising is dependent upon three fac- 
tors: (1) the adequacy of its definition of the offense; (2) the effectiveness of the 
penalties imposed; and (3) the efficiency of the methods of administration estab- 
lished. The Wheeler-Lea Act will be appraised in this article in terms of these factors. 


DEFINITION OF OFFENSE 


A false advertisement, under the new law, is “an advertisement, other than 
labeling, which is misleading in a material respect; and in determining whether any 
advertisement is misleading, there shall be taken into account (among other things) 
not only representations made or suggested by statement, word, design, device, sound, 
or any combination thereof, but also the extent to which the advertisement fails to 
reveal facts material in the light of such representations or material with respect to 
consequences which may result from the use of the commodity to which the adver- 
tisement relates under the conditions prescribed in said advertisement, or under such 
conditions as are customary or usual.”* The statute forbids the dissemination of any 
false advertisement by the United States mails, the circulation of such advertisements 
in interstate commerce, or their circulation in intrastate commerce if they are likely 
to induce, directly or indirectly, the purchase in interstate commerce of food, drugs, 


devices or cosmetics.® 
How adequate is this definition? Does it include conduct which might better be 


excluded and contrariwise, does it exclude acts which should be prohibited? This 
can best be determined by a brief consideration of previous efforts and experience in 


curbing false and misleading advertising. 

False advertising is actionable at common law under varying conditions and cir- 
cumstances.!° ‘A representation of fact in an advertisement, known to be false, which 
is intended to induce the purchase of the product advertised and which does in fact 


ments. FTC Act, as amended, §5, 15 U. S. C. A. §45 (Supp. 1938). See Handler, New Standard of 
Legality under Amended Trade Commission Act, C. C. H. Trape Rec. Comments No. 1, June, 1938. 

The Commission derives its authority over false advertising in the food and drug field not only from 
the advertising provisions of the Wheeler-Lea Amendments but also from the general grants of power in 
§5 of the FTC Act, 15 id. §45. 

®FTC Act, as amended, §15(a), 15 U. S. C. A. §55(a)! (Supp. 1938). This section is to be read in 
conjunction with the FD & C Act. In that law, a label is defined as “‘a display of written, printed, or 
graphic matter upon the immediate container of any article; and,” where information is required to appear 
on the label, it must also appear “on the outside container or wrapper, if any there be, of the retail package 
of such article, or is easily legible through the outside container or wrapper.” FD & C Act, §201(k), 21 
U. S. C. A. §321(k) (Supp. 1938). Labeling is defined as “all labels and other written, printed or 
graphic matter (1) upon any article or any of its containers or wrappers, or (2) accompanying such 
article.” Id. §201(m), 21 id. §321(m). 

°FTC Act, as amended, §12(a), 15 U. S. C. A. §52(a) (Supp. 1938). This section is a legislative 
determination that the intrastate advertisement of an article sold in interstate commerce so affects that com- 
merce as to be subject to federal control. The solicitation of interstate sales is a part of interstate commerce. 
See Crenshaw v. Arkansas, 227 U. S. 389, 396 (1913). Under recent interpretations of the commerce 
clause there would appear to be little doubt that these regulations fall within the Congressional control 
over interstate commerce. Jones and Laughlin Steel Co. v. N. L. R. B., 301 U. S. 1 (1937); Consolidated 
Edison Co. v. N. L. R. B., 59 Sup. Ct. 206 (1938); but cf. Schechter Poultry Co. v. U. S., 295 U. S. 495 
(1935); Carter v. Carter Coal Co., 298 U. S. 238 (1936); Fisher, The Proposed Food and Drugs Act: A 
Legal Critique (1933) 1 Law anp ConTEMPORARY PROBLEMS 74, 107. 

Handler, False and Misleading Advertising (1929) 39 Yate L. J. 22. 











Fause Apvertisinc UNnper THE WHEELER-LEA Act 93 


induce such purchase to the detriment of the buyer, may be made the basis of an 
action for fraud and deceit.1? Any affirmation of fact or any promise relating to the 
goods advertised, the natural tendency of which is to induce the buyer to purchase, 
constitutes an express warranty under the law of sales.1? A misrepresentation of fact 
which diverts custom intended for a competitor may, under one line of authority, be 
actionable at the suit of such competitor.1* 

False advertising, apart from the new legislation, may entail criminal liability. 
The advertiser may be prosecuted for obtaining money under false pretences where 
the buyer is induced to purchase the advertised article on the strength of false and 
fraudulent representations of fact.1* Section 215 of the Federal Criminal Code for- 
bids the use of the mails in the furtherance of schemes and artifices to defraud.’® 
The mails may be closed to the dishonest advertiser by administrative order.’® These 
criminal sanctions, however, have been invoked against flagrant frauds only’* and 
are applicable to fraudulent misrepresentations of fact alone.*® 


* Statements of opinion, seller’s puff, and “mere” exaggeration are all excluded from the scope of the 
action. Handler, supra note 10, at 23; cf. RESTATEMENT, Torts (1938) §525. 

* Section 12 of the Uniform Sales Act provides: “Any affirmation of fact or any promise by the seller 
relating to the goods is an express warranty if the natural tendency of such affirmation or promise is to 
induce the buyer to purchase the goods, and if the buyer purchases the goods relying thereon. No 
affirmation of the value of the goods, nor any statements purporting to be a statement of the seller’s opinion 
only shall be construed as a warranty.” Although this definition dispenses with the scienter requirement 
of the action for deceit, its exclusion of statements of value and opinion, its restriction to affirmations 
relating to the goods, and its inclusion of the element of reliance, necessarily limit its utility. Moreover, the 
doctrine of privity protects the manufacturer whose false statements induce purchases from dealers. 
Wixuiston, SALes (2d ed. 1924) §244. 

* Ely-Norris Safe Co. v. Mosler Safe Co., 7 F. (2d) 603 (C. C. A. 2d, 1925), rev'd, 273 U. S. 132 
(1927); Cal. Fruit Canners’ Ass’n v. Myer, 104 Fed. 82 (C. C. Md. 1899); Anheuser-Busch Brewing 
Ass'n v. Fred Miller Brewing Co., 87 Fed. 864 (C. C. Wis. 1898); cf. B. V. D. Co., Inc. v. Davega-City 
Radio, Inc., 16 F. Supp. 659 (S. D. N. Y. 1936). In American Washboard Co. v. Saginaw Mfg. Co., 103 
Fed. 281 (C. C. A. 6th, 1900), a federal court composed of Taft, Lurton and Day, JJ., ruled that a mis- 
representation of one’s own wares, though resulting in a diversion of trade from a competitor, was not 
actionable at the suit of such competitor in the absence of trade-mark infringement or passing off. This was 
modified to a limited extent by the Mosler Safe case, supra. Learned Hand, J., in the lower court, held. that 
a false representation resulting in a diversion of trade was actionable by a competitor. The Supreme Court. 
however, reversed, ruling in effect that only when the plaintiff is the sole competitor in the field would the 
action lie. The gravamen of passing off is diversion of trade through a misrepresentation as to the source 
of one’s goods. There is no logical reason why the same injury inflicted by a misrepresentation of a 
different kind should not ground an action. Even without such diversion of trade, this potent sanction 
should be available to honest competitors who are unwilling to resort to chicanery in the disposition of 
their wares and who are subjected to the improper and dangerous competition of the dishonest advertiser. 
On this problem generally, see Handler, supra note 10, at 34; Handler, Unfair Competition (1936) 21 
Iowa L. Rev. 175, 193; HANDLER, Cases ON TRADE REGULATION (1937) 723 ef seq. 

“2 BisHop, CriminaL Law (oth ed. 1923) §$414, 415, 449 ef seq. 

% 35 Srat. 1130 (1909), 18 U. S. C. §338; see HANDLER, Cases ON TRADE REGULATION (1937) 757. 

%* 17 Sra. 322 (1872), 39 U. S. C. §259; 17 Strat. 323 (1872), 39 U. S. C. §732. 

See Harrison v. U. S., 200 Fed. 662, 666 (C. C. A. 6th, 1912), referring to §215 of the Federal 
Criminal Code, supra note 15. The Postmaster has generally been accorded a greater latitude and has 
successfully dealt with less flagrant frauds than those enumerated in the Harrison case. Harris v. Rosen- 
berger, 145 Fed. 449 (C. C. A. 8th, 1906), cert. denied, 203 U. S. 591 (1906); Putnam v. Morgan, 172 
Fed. 450 (C. C. N. Y. 1909); cf. Leach v. Carlile, 258 U. S. 138 (1922). 

**It has been held that §215 of the Criminal Code, supra note 15, does not apply to puffs. Faulkner v. 
U. S., 157 Fed. 840 (C. C. A. 5th, 1907); see Harrison v. U. S., supra note 17; Foshay v. U. S., 68 F. 
(2d) 205, 210, 211 (C, C. A. 8th, 1934), cert. denied, 291 U. S. 674 (1934); cf. American School of 
Magnetic Healing v. McAnnulty, 187 U. S. 94 (1902). As to other vagaries of construction to which 











94 Law anp CoNTEMPORARY PRoBLEMS 


A broader definition of false advertising is contained in the “Printers’ Ink” statute, 
in force in many states.’ This act makes it a misdemeanor for any person, with in- 
tent to sell or to induce the purchase of any article, to make, publish or disseminate 
any advertisement containing any assertion, representation or statement of fact which 
is untrue, deceptive or misleading.?° Neither scienter nor reliance is an essential 
element of the statutory offense, but it will be observed that only advertisements con- 
taining false, deceptive or misleading representations of fact are condemned.?? 


Though the Food and Drug Act of 1906 was without application to advertising, 
its misbranding provisions are worthy of examination since the definitional problems 
of misbranding are not different from those of false advertising. A food or drug was 
deemed misbranded under the 1906 Act if its label contained “any statement, design, 
or device regarding such article, or the ingredients or substances contained therein 
which shall be false or misleading in any particular... .”*? In United States v. John- 
son,* the Supreme Court held that the statutory prohibition related merely to false 
statements concerning the identity and quality of drugs and not to professions of 
therapeutic and curative effects.** In other words, the misbranding provisions of the 


these laws are subject, see Durland v. U. S., 161 U. S. 306 (1896); Kaufmann v. U. S., 282 Fed. 776 
(C. C. A. 3d, 1922), cert. denied, 260 U. S. 735 (1922); Corliss v. U. S., 7 F. (2d) 455 (C. C. A. 8th, 
1925); Knickerbocker Merchandising Co. v. U. S., 13 F. (2d) 544 (C. C. A. 2d, 1926), cert. denied, 273 
U. S. 729 (1926). 

See Comment (1927) 36 Yave L. J. 1155, 1157; Printers’ Inx, June 5, 1924, at 93; #d., July 28, 
1927, at 25 (bibliography of Printers’ Ink articles on the model statute); id. Feb. 6, 1936, at 21; HANDLER, 
Cases ON TRADE REGULATION, 759. 

* The full text of the statute provides: “Any person, firm, corporation, or association who, with intent 
to sell or in any wise dispose of merchandise, securities, service, or anything offered by such person, firm, 
corporation, or association, directly or indirectly, to the public for sale or distribution, or with intent to 
increase the consumption thereof, or to induce the public in any manner to enter into any obligation 
relating thereto, or to acquire title thereto, or an interest therein, makes, publishes, disseminates, circulates, 
or places before the public, or causes, directly or indirectly, to be made, published, disseminated, circulated, 
or placed before the public, in this State, in a newspaper or other publication, or in the form of a book, 
notice, handbill, poster, bill, circular, pamphlet, or letter, or in any other way, an advertisement of any 
sort regarding merchandise, securities, service, or anything so offered to the public, which advertisement 
contains any assertion, representation or statement of fact which is untrue, deceptive, or misleading, shall 
be guilty of a misdemeanor.” 

* People v. Clarke, 252 App. Div. 122, 297 N. Y. Supp. 776 (1937); Handler, supra note 10, at 32. 
The statutes in some states require scienter (e.g., FLa. Comp. Gen. Laws (1927) §7311) or proof that the 
misrepresentation was known or reasonably should have been known. to be false (e.g., Mass. GEN. Laws 
(1932) c. 266, §91). Some state statutes contain language apparently covering statements of opinion and 
puffs, as well as affirmations of fact (¢.g., Conn. Gen. Stat. (1930) §6375). See Note (1930) 43 Harv. 
L. REv. 945. 

=F & D Act, §8, 21 U.S.C. §9. 521 U.S. 488 (1911). 

From the ambiguous language of Holmes, J., in U. S. v. Johnson, supra note 23, stems the argument 
that Congress lacks the power to control expressions of opinion even though unfounded. He said (p. 498): 
“In view of what we have said by way of simple interpretation we think it unnecessary to go into con- 
siderations of wider scope. We shall say nothing as to the limits of constitutional power, and but a word 
as to what Congress was likely to attempt. It was much more likely to regulate commerce in food and 
drugs with reference to plain matter of fact, so that food and drugs should be what they professed to be, 
when the kind was stated, than to distort the uses of its constitutional power to establishing criteria in 
regions where opinions are far apart.” That the due process clause probably does not stand in the way 
of a legislative proscription of representations contrary to a general consensus of informed opinion, see 


Fisher, supra note 9, 95 et seq. 
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Food and Drug Act were limited, as were the common law and other statutory 
remedies, to misrepresentations of fact.?® 

The Commission, proceeding under the Congressional mandate to forbid “unfair 
methods of competition,”** has issued innumerable orders against diverse forms of 
falsehoods, including misrepresentation of quality and identity of goods, misrepresen- 
tation of business status, misrepresentation of geographical origin, false claim of in- 
dorsements, fictitious price reductions and other misleading price claims.?* Most of 
its orders have been concerned with representations of fact, but it has proceeded 
against misleading statements of opinion, therapeutic claims, exaggerations and 
ambiguous half-truths.*® Its authority to censor expressions which are not technically 
representations of fact has been questioned by some courts.?® In Ostermoor & Co. v. 
Federal Trade Commission, the court said: 


“The time-honored custom of at least merely slight puffing, unlike the clear misrepre- 
sentation of the character of the goods, . . . has not come under a legal ban.”3° 


A similar view was expressed by the Circuit Court of Appeals in the Raladam 
case.’ Representations as to the scientific character and safety of a tablet advertised 
as an obesity cure were held to be statements of opinion and not of fact and hence 
could not be banned. The Supreme Court, on appeal, did not determine this aspect 


* The Sherley Amendment:to the Act of 1906 was designed to overcome the effect of U. S. v. Johnson, 
supra note 23, and to plug the gap that decision created in the law. The Amendment provided that an 
article shall be deemed misbranded “‘if its package or label shall bear or contain any statement, design, 
or device regarding the curative or therapeutic effect of such article or any of the ingredients or substances 
contained therein, which is false and fraudulent.” 37 Strat. 416 (1912), 21 U. S. C. §10. See also cases 
cited in note 33, infra, prohibiting labels which, though possibly true, created a misleading impression. See 
especially U. S. v. 95 Barrels of Vinegar, 265 U. S. 438, 443 (1924) where the Supreme Court said: 
“Deception may result from the use of statements not technically false, or which may be literally true. The 
aim of the statute is to prevent that resulting from indirection and ambiguity, as well as from statements 
which are false.” 

FTC Act, §5, 15 U. S. C. §45. 

™ Handler, The Jurisdiction of the Federal Trade Commission over False Advertising (1931) 31 Cou. 
L. Rev. 527, 553; Handler, supra note 7; Nat. Inv. Conr. Bp., Pustic REGULATION OF COMPETITIVE 
Practices (rev. ed. 1929) 127-147. 

*The Federal Trade Commission decisions contain multitudinous orders of this nature. See, e¢.g., 
Walker Medicine Co., 18 F. T. C. D. 16 (1933); Dr. Cheeseman Medicine Co., 18 F. T. C. D. 65 (1933); 
American College, 18 F. T. C. D. 92 (1933); Dr. Southington Remedy Co., 20 F. T. C. D. 195 (1935); 
National Remedy Co., 21 F. T. C. D. 253 (1935); Scientific Shamey Co., 21 F. T. C. D. 268 (1935). 

In dealing with therapeutic claims, the Commission often admits on behalf of the respondent the testimony 
of inexpert consumers who claim to have been cured by the medicine as well as expert evidence. Lay 
witnesses are not permitted to state conclusions or opinions, but are confined to the facts of their condition 
prior and subsequent to taking the “cure.” The qualification and examination of experts, and the appraisal 
of their testimony, is no different from that of trials at law. When expert testimony is required, the Com- 
mission generally receives the cooperation and assistance of experts employed in other governmental 
agencies. 

® Raladam Co. v. F. T. C., 42 F. (2d) 430 (C. C. A. 6th, 1930), aff'd on other grounds, 283 U. S. 
643 (1931); Ostermoor & Co. v. F. T. C., 16 F. (2d) 962 (C. C. A. 2d, 1927); see L. B. Silver Co. v. 
F. T. C., 289 Fed. 985, 990 (C. C. A. 6th, 1923); Proctor & Gamble Co. v. F. T. C., 11 F. (2d) 47, 48 
(C. C. A. 6th, 1926). 

” Supra note 29, at 963; see Fairyfoot Products Co. v. F. T. C., 80 F. (2d) 684, 686 (C. C. A. 7th, 


1935). 
" Supra note 29; but cf. F. T. C. v. Ritholz, C. C. H. Trape Rec. Serv. (Ct. Dec. Supp. 1932-7) 


97477 (C. C. A. 7th, 1936). 
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of the decision below.’? On the other hand, in E. Griffiths Hughes, Inc. v. Federal 
Trade Commission, an order of the Commission prohibiting a representation that 
Kruschen Salts was a cure or remedy for obesity was sustained despite a conflict of 
the medical testimony on this point.’* Similar orders have been affirmed.34 

This division of authority raises some doubt whether the Commission, prior to 
the Wheeler-Lea Act, could forbid advertisements which, though misleading, contain 
no misstatements of fact. It is not likely that the new grant of jurisdiction to the 
Commission over unfair or deceptive acts or practices will be held to have effected 
any change in its powers in this regard.*° The new charter was designed to over- 
come the limiting effects of the Supreme Court decision in the Raladam case which 
confined the Commission’s jurisdiction over false and misleading advertising to those 
cases in which the misrepresentation was likely to injure honest competitors and 
thus might be said to be an unfair method of competition.5* As the statute is now 
worded, it is sufficient justification for intervention by the Commission that the 
advertisement is unfair or deceptive to consumers.*7 But whether the harmful 
misrepresentation need be one of fact still remains somewhat uncertain. 

This brief review of the prior experience in the suppression of false advertising 
indicates that the principal definitional difficulties concern the following elements: 
(1) scienter, (2) reliance, (3) nature of the representation, (4) materiality, and (5) 
injury. 

™ Supra note 29. There is, however, language in the opinion of the Supreme Court evincing a possible 
disagreement with the lower Court’s distinction between fact and opinion (283 U. S. 643, 646). But cf. 
U. S. v. Johnson, supra note 23; American School of Magnetic Healing v. McAnnulty, supra note 18; 
Seven Cases of Eckman’s Alterative v. U. S., 239 U. S. 510 (1916). 

8 97 F. (2d) 886 (C. C. A. 2d, 1935), cert. denied, 296 U. S. 617 (1935). The character of the expert 
evidence adduced by the respondent was considered unsatisfactory by the Commission. E. Griffiths Hughes, 
Inc., 18 F. T. C. D. 1 (1933). 

In Royal Baking Powder Co. v. F. T. C., 4 F. T. C. D. 1 (1921), aff'd, 281 Fed. 774 (C. C. A. 2d, 
1922), an attempt to sell a phosphate baking powder “under an impression” created by prior advertise- 
ments of a cream of tartar baking powder was held to be within the Commission's jurisdiction, though the 
phosphate advertising was literally true. Letters literally true but creating the false impression that cus- 
tomers would receive a free set of books with their purchases were restrained in Consolidated Book Pub- 
lishers, Inc. v. F. T. C., 53 F. (2d) 942 (C. C. A. 7th, 1931). But see John C. Winston Co. v. F. T. C., 
3 F. (2d) 961 (C. C. A. 3d, 1925), vacating an order of the Commission in such circumstances because 
no “ordinary” purchaser would be misled. Comment (1933) 31 Micu. L. Rev. 804, 815; Fisher, supra 
note g, at 88. Cf, the advertising provisions of the Federal Alcohol Administration Act, 49 Stat. 977 
(1935), 27 U. S. C. A. §205(f) (Supp. 1938), pertaining to alcoholic beverages. See also cases holding an 
article misbranded under the F & D Act of 1906 if a “false impression” was created. U. S. v. American 
Laboratories, 222 Fed. 104 (E. D. Pa. 1915); Schraubstadter v. U. S. 199 Fed. 568 (C. C. A. oth, 1912); 
U. S. v. 95 Barrels of Vinegar, supra note 25. On the exclusion of puffs from that act, see U. S. v. 94 
Dozen Bottles Capon Springs Water, 48 Fed. (2d) 378 (E. D. Pa. 1930), aff'd, 51 F. (2d) 913 (C. C. A. 
3d, 1931); Fisher, supra note 9, at 82, 83. 

* Orders of the Commission forbidding false therapeutic claims in drug advertising have been sustained 
in several decisions. Fairyfoot Products Co. v. F. T. C., supra note 30; F. T. C. v. Inecto, Inc., C. C. H. 
Trave Rec. Serv. (Ct. Dec. Supp. 1932-7) 97310 (C. C. A. 2d, 1935); Dodson and Dodson (Ironized 
Yeast Co.) v. F. T. C., id. 97357 (C. C. A. 6th, 1935); Battle Creek Appliance Co., Ltd. v. F. T. C., éd. 
97393 (C.C. A. 6th, 1935); F. T. C. v. W. I. Miller (Amber-Ita), id. 97411 (C. C. A. 6th, 1935); Electro- 
Thermal Co. v. F. T. C., 106 C. C. H. Trape Rec. Serv. 925,058 (C. C. A. oth, 1937). The Commission 
has consistently and vigorously proceeded against the false advertisement of patent medicines. 


See note 7, supra. * See note 29, supra. 
*It is still necessary that the proceeding be in the public interest. See Handler, supra note 7. 
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To what extent have these difficulties been overcome in, the definitional sections 
of the Wheeler-Lea Act? 

A commendable feature of the new definition is that neither scienter nor reliance 
is a necessary element of the statutory offense. Any legislation which is confined 
to fraudulent misrepresentations is virtually worthless. To the duped consumer, the 
state of mind of the advertiser at the time the misrepresentation was made is of no 
consequence. It is not the advertiser’s subjective intent or knowledge but the fact that 
his wares are not as represented that causes harm. 

The requirement of reliance has proved embarrassing to consumers in invoking 
those remedies of which it is a constituent element.** The impressions engendered 
by a skilful advertising campaign may linger long after a particular misstatement 
has been discontinued. Reliance is an inconsequential element where the purpose of 
the prohibition is to deter false advertisements and not to compensate aggrieved con- 
sumers for loss suffered. To introduce the element of reliance or the likelihood of 
reliance in an offense which is to be enforced by a public agency and not by private 
suit is to raise an extraneous and difficult factual issue, provocative of endless and 
fruitless debate at the trial. 

Although the Wheeler-Lea Act omits the element of reliance from its definition 
of false advertising, it is possible for the requirement to be imported into the statute 
in the guise of judicial construction of the word “material.”°® The statute is violated 
only when the advertisement is misleading in a “material respect.” Can it be said 
that an advertisement is misleading in a material respect in the absence of evidence 
that the misrepresentation induced customers to purchase the product or that there 
is a strong likelihood that the misrepresentation will have this effect? On the other 
hand can any representation upon which consumers actually rely be said to be 
immaterial? There are indubitable differences between the concepts of materiality 
and reliance, but it is not to be overlooked that one of the tests of materiality is 
whether the representation has or is likely to induce consumers to purchase the 
product. Materiality being tested by reliance, a possible coalescence of the concepts 
is not an idle fear. There are some intimations in the cases that if a statement in an 
advertisement is so fantastic as to be incredible it cannot tend to deceive the public 
or be the responsible cause of any purchase.*° The Restatement of Torts assimilates 
the element of materiality with the requirement of reliance.*t “(1) Reliance upon a 
fraudulent misrepresentation of fact in a business transaction is justifiable if, but 
only if, the fact misrepresented is material. (2) A fact is material if (a) its existence 
or nonexistence is a matter to which a reasonable man would attach importance in 
determining his choice of action in the transaction in question [#.¢., a fact is material 

See Handler, supra note 10, at 23 et seq. 

® FTC Act, as amended, §15(a), 15 U. S.C. A. §55(a) (Supp. 1938). On materiality, cf. Brown Fence 
& Wire Co. v. F. T. C., 64 F. (2d) 934, 936 (C. C. A. 6th, 1933). 

“See State v. Massey, 95 Wash. 1, 3-4, 163 Pac. 7, 8-9 (1917); John C. Winston Co. v. F. T. C., supra 
note 33, at 962; cf. Berkey & Gay Furniture Co. v. F. T. C., 42 F. (2d) 427 (C. C. A. 6th, 1930). These 


cases seem to measure the falsity of a statement by its capacity to deceive intelligent purchasers. But cf. 
note 43, infra. “ RESTATEMENT, Torts (1938) §538. 
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if a reasonable man would rely upon it and a reasonable man is justified in relying 
on a fact only if it is material],*? or (b) the maker of the representation knows that 
its recipient is likely to regard the fact as important although a reasonable man would 
not so regard it.” In other words, under this rule, a statement in an advertisement is 
material only if it is of such importance that it may be said to be the inducing cause 
of the purchase of the advertised wares by reasonable persons, or unless it can be 
proved that the advertiser knew that the persons to whom the advertisement is 
addressed would unreasonably regard its statements as important. 

How unfortunate it would be were the phrase “material respect” in the Wheeler- 
Lea Act to be construed in this wise! False advertising laws are designed to protect 
the weak, the infirm, the unwary, the easily duped, even the fool. How alien to the 
colorful conditions of the market place is the legalistic and artificial concept of the 
“reasonable man!” Would a reasonable person “attach importance” to a widely 
disseminated claim that the X soap will give dowagers the complexion of a school- 
girl or that the Y dentrifice will restore the pristine whiteness of teeth long yellow 
with age and decay? There would be little need for advertising legislation and other 
forms of consumer protection if the advertiser made his appeal to “reasonable men.” 
It is because consumers are unsophisticated, because they unreasonably attach im- 
portance to baseless claims, because they are lured by exaggerations, half-truths, 
ambiguities and emotional appeals—in short because consumers do not always act 
either wisely or reasonably—that legislative protection is required. If a statement is 
important enough to be included in an advertisement, it is important enough to be 
true. The advertiser should be credited with sufficient business acumen not to waste 
valuable space on statements which serve no function. If he feels that they serve 
some purpose, who is to gainsay him? 

It is doubtful, however, that this unfortunate phrase will have the baleful effect 
presaged by the Restatement definition of materiality.4* Nevertheless, being an elastic 
term which is capable of infinite expansion and contraction, its presence in the new 
law detracts from its effectiveness and introduces an unnecessary element of uncer- 
tainty. The way is open for any hostile court to emasculate the statute by a stringent 
definition of materiality.** 

An uncompromising standard of truth is sometimes thought to be too Olympian 
for the clay-footed advertiser. “Reasonable latitude must be conceded to the salesman 
and advertiser in boosting his own product.”*° It is this defeatist attitude which is 
responsible for previous failures in preventing false advertising. It assumes that mis- 

“ Author's insertion. 

“Cj. F. T. C. v. Standard Education Society, 302 U. S. 112, 116 (1937), where the Court said: “The 
fact that a false statement may be obviously false to those who are trained and experienced does not 
change its character, nor take away its power to deceive others less experienced. . . . Laws are made to 
protect the trusting as well as the suspicious.” 

“Seiler’s puff and statements of opinion may be classed as “immaterial” and thus excluded from the 
statutory definition. 


“H.R. Rep. No. 1613, 75th, Cong., 1st Sess. (1937) 4. But cf. the advertising provisions of the 
Federal Alcohol Administration Act, 49 Stat. 977 (1935), 27 U. S.C. A. §205(f) (Supp. 1938). 











Fatse ApvertisiNc UNDER THE WHEELER-LEA Act 99 


representation is so inveterate a habit that total prohibition would be impracticable. 
Hence the field of “immaterial representations” must be left open to the careless and 
false advertiser while the law concentrates on the purification of material representa- 
tions. The importance of a representation might be a factor in determining the 
degree of punishment to be meted out to the derelict advertiser, but to predicate the 
prohibition itself on the importance of the falsehood is to open the door to chicanery 
and deceit and to rob the law of most of its force. False advertising can only be 
eliminated by a prohibition of all falsity, material or immaterial. The cumulative 
effects of many minor falsehoods can be just as lethal as a single large dose. 

In this respect the Wheeler-Lea Act represents a retrogression rather than any 
advance. The Act of 1906 in forbidding mislabeling contained no such qualification. 
It condemned the inclusion in the label of any statement concerning the product or 
its ingredients which was false or misleading “in any particular.”** The same test 
is applied in the new Food, Drug and Cosmetic Act.*7 It is to be deplored that the 
same language was not employed here. Nevertheless, sympathetic construction by 
the courts can reduce to a minimum the dangers of this weasel phrase and narrowly 
restrict its scope. 

Unlike some of the previous definitions, there is no qualification of the misrepre- 
sentation prohibited by the Wheeler-Lea Act. Under the law of warranty, the 
affirmation must relate to the goods advertised.4* The statements forbidden by the 
misbranding provisions of the Act of 1906 must pertain to the product or its in- 
gredients.*® The amended Federal Trade Commission Act prohibits material misrep- 
resentations whether or not they refer to the article advertised. The omission of any 
qualification is salutary since it dispenses with extraneous requirements of proof 
which may impede the enforcement of the statute. 

The most serious defect in prior definitions has been the restriction of the 
prohibition to misrepresentations of fact. The skilful advertiser can mislead the con- 
sumer without misstating a single fact. The shrewd use of exaggeration, innuendo, 
ambiguity and half-truth is more efficacious from the advertiser’s standpoint than 
factual assertions. Facts are dull and dangerous; exaggerations are vivid, attractive 
and privileged. Any advertising legislation which leaves uncontrolled statements of 
opinion, puffs, exaggerated claims or ambiguous assertions imposes no real curb upon 
the dishonest advertiser. Indeed, a prohibition applicable to factual misstatements 
alone encourages the resort to statements of opinion cunningly contrived to create 
the semblance of factual assertions. In an earlier article I posed the issue in the 
following terms:°° 

“If such statements as, ‘these second hand tires are as good as new,’ ‘this suit of clothes 
will wear like iron,’ ‘these bicycles are unsurpassable, having been subjected to severe and 


“See p. 94, supra. 

“This statute provides that a food shall be deemed to be misbranded “if its labeling is false or mis- 
leading in any particular.” §403(a), 21 U. S. C. A. §343(a) (Supp. 1938). Similar provisions apply to the 
misbranding of drugs and devices, §502(a), 21 id. §352(a), and the misbranding of cosmetics, §602(a), 
21id. §362(a). ®See note 12, supra. 

“See p. 94, supra. © Handler, supra note 10, at 25. 
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practical tests; we are in a position to guarantee them to be all that is claimed for them, 
perfect of their kind,’ or, ‘this article will give first class satisfaction, it is the best upon the 
market, it will sell like hot cakes and will be the best drawing card ever handled,’ are re- 
garded as puffs, then all the copy writer has to do is to give free rein to his fancy and avoid 
conveying any useful information about the article.” 


Any exemption of puffs or opinion is especially serious in the field of drug adver- 
tising, which consists in large measure of therapeutic claims. To make any statutory 
prohibition applicable to such claims involves some conceptual difficulty. Under 
what circumstances can jt be said that an expression of opinion is false? At common 
law there was liability in deceit for the utterance of an opinion which was not 
honestly entertained, the theory being that the assertion in such circumstances con- 
stituted a misrepresentation of a state of mind.®? The Sherley Amendment to the 
Act of 1906 proceeded upon a similar theory and forbade the fraudulent assertion of 
curative or therapeutic effects of drugs.®? This amendment, however, proved to be 
almost a dead letter in view of the extreme difficulty of convincing juries that the 
defendant was guilty of fraud.5* 

If the requirement of fraud is abandoned, what is the criterion of the falsity of an 
opinion? Suppose a manufacturer honestly believes that his brown syrup will cure 
scarlet fever and has tried it upon his intimates with what appears to be some suc- 
cess? Is not the element of truth an alien criterion to be applied to statements of 
opinion? An opinion may be honest or dishonest but not true or false. This, in any 
event, is the contention of those who feel that there are legal and constitutional ob- 
jections to any regulation of expressions of opinion which are not fraudulent.®* I do 
not share this view. A statement of opinion may or may not have any scientific basis. 
It may not be possible to establish its truth or falsity with the same ease or objectivity 
as statements of fact. It is not impossible to show that a therapeutic claim is at 
variance with the general consensus of informed and scientific opinion.®® Until the 
scientific world is convinced of the soundness of the claim, it ought not to be broad- 
cast. The consumer reading of the professed curative effects of a drug naturally feels 
that there is scientific support for the advertiser’s assertion. Unless there is such 
support, the claim ought not to be made and should be forbidden.5® Where re- 


5 FarPER, Torts (1938) §220. "See note 25, supra. 

% REPORT OF THE Foop AND Druc ADMINISTRATION (U. S. Dept. of Agr., Aug. 28, 1933), quoted in 
Hanb_er, CAsEs ON TRADE REGULATION, 796 ef seq. 

See note 24, supra. The committee of the House of Representatives were evidently troubled by 
this aspect of the problem. They felt that the cases in the Supreme Court forbade penalizing the publica- 
tion of claims on which qualified opinion was in disagreement. They therefore inserted a qualification in 
the definition of false advertising excluding such representations provided the fact of such difference of 
opinion was stated in the advertisement. If not so stated, the government was evidently still faced with 
the same difficulties as had theretofore existed. H. R. Rep. No. 1613, supra note 45, at 7. This provision 
was eliminated as “unnecessary” in the Conference Report. H. R. Rep. No. 1774, 75th Cong., 3d Sess. 
(1938) 10. The whole subject was handled in a muddled and confusing manner. 

* See Fisher, supra note 9, at 95. 

*S. 1944, 73rd Cong., 1st Sess. (1933), a proposed amendment to the Act of 1906, forbade in 
§9(b)(2), “any representation, directly or by ambiguity or inference, concerning the effect of such drug 
which is contrary to the general agreement of medical opinion.” The effect of the new proposal was to 
modify the Sherley Amendment, supra note 25, by omitting the words “and fraudulent” and making 
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spectable scientific opinion is in disagreement, perhaps some concession might be 
made to the advertiser. For myself, I would prefer a more rigorous standard. Exper- 
imentation should be confined to non-human guinea pigs. Conservatism in the 
scientific world may occasionally deprive the public and delay the acceptance of 
important discoveries. This loss is more than overbalanced by the immense social 
harm resulting from undisciplined and unsupported expressions of curative claims. 

That the advertising profession appreciates the inadequacy of any definition which 
is confined to statements of fact is attested by its own formulation of improper adver- 
tising practices. The Association of National Advertisers and the American Asso- 
ciation of Advertising Agencies in 1932 declared that:57 

“The following copy practices are unfair to the public and tend to discredit advertising. 

“1. False statements or misleading exaggerations. 

“2. Indirect misrepresentation of a product, or service, through distortion of details, 
either editorially or pictorially. . . . 

“5. Price claims that are misleading. 

“6. Pseudo-scientific advertising, including claims insufficiently supported by accepted 
authority, or that distort the true meaning or application of a statement made by profes- 


sional or scientific authority. 
“7. Testimonials which do not reflect the real choice of a competent witness.” 


The Fair Practice Code of the National Association of Better Business Bureaus 
contains the following provision :5* 

“1. No statement or representation shall be used in advertising which has the capacity 
or tendency to mislead or deceive the consumer. This shall include generalizations and 
implications.” 


The Advertising Index Expurgatorius of the New York Times bans “advertise- 
ments that make false, unwarranted or exaggerated claims”; “advertisements that are 
ambiguous in wording and which may mislead”; “advertising that makes remedial, 
relief or curative claims, either directly or by inference, not justified by the facts or 
common experience.”°® 

Although the Wheeler-Lea Act is not in terms limited to statements of fact, it is 
by no means clear how much beyond the prohibition of factual misrepresentations it 
goes. Its precise language will bear repetition and careful scrutiny at this point: 


“, . . in determining whether any advertisement is misleading, there shall be taken into 
account (among other things) not only representations made or suggested by statement, 
word, design, device, sound, or any combination thereof, but also the extent to which the 
advertisement fails to reveal facts material in the light of such representations or material 
with respect to consequences which may result from the use of the commodity to which 
the advertisement relates under the conditions prescribed in said advertisement, or under 
such conditions as are customary or usual.”6° 


every misrepresentation contrary to the general agreement of medical opinion a violation of law. See 
Fisher, supra note 9, at 95. 
®' See KENNER, THE FIGHT FOR TRUTH IN ADVERTISING (1936) 288. 
® Id. 286-7. * Quoted in Handler, stipra note 10, at 47 n. 71. 
FTC Act, as amended, §15(a), 15 U. S. C. A. §55(a) (Supp. 1938). 
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What does this provision mean? 

It is clear that under this definition an advertisement may be deemed misleading 
even though the statements of fact it contains are not in and of themselves deceptive. 
The statutory ban applies to that which is suggested as well as that which is 
asserted.*"| Half-truths as well as the concealment of material facts appear to be for- 
bidden. An advertisement may be misleading not by reason of anything contained in 
it but as a result of the failure to disclose the consequences that may be anticipated 
under the suggested or normal conditions of use of the article advertised. In other 
words, if a drug may be injurious to health under the normal conditions of use, 
appropriate warnings must be given. Whether warnings would be necessary where 
an article might be harmful under normal conditions of use to persons suffering from 
certain allergies is not clear) 

The exact limits of the application of the law to exaggerated claims, puffs, ther- 
apeutic claims and statements of opinion remain a matter of conjecture in view of its 
ambiguous phraseology. The test to be applied in justifying a statement of curative 
effects is left unexpressed. One can only speculate in attempting to mark the 
boundaries of the new prohibitions. The language may be broadly interpreted to 
embrace any advertising matter whatsoever which creates a misleading impression 
in the mind of the ordinary purchaser. On the other hand, the section can be read 
with scriptural exactitude and confined to the more blatant frauds and falsehoods. 
The fate of the definition lies with the Commission in the first instance and ulti- 
mately with the courts. 

The statute does not demand proof of injury to competitors or consumers, a 
requirement which has hampered previous regulations of false advertising.® 

A different standard is applied to drug advertising disseminated exclusively to 
members of the medical profession. Such advertising is deemed to be false only if it 
contains a false representation of a material fact and is not accompanied by truthful 
disclosure of the formula showing quantitatively each ingredient in the drug.®* In 
other words, where there is such disclosure and an abstinence from downright false- 
hoods, misleading impressions otherwise engendered are immune from attack. While 
a difference in standard may be justified, it is by no means clear why misleading im- 
pressions should be tolerated even when advertising is addressed to a sophisticated 


medical audience. 
- Two further defects in the Wheeler-Lea Act must be noted. Experience teaches 


“Under the common law, the failure to reveal facts material in light of the representations made 
grounded an action for fraud and deceit in some circumstances. Harper, Torts (1938) §219; REsTATE- 
MENT, Torts (1938) §529. Cf. U. S. v. 95 Barrels of Vinegar, supra note 25. 

” Handler, supra note 7; see note 11, supra. 

“The FTC Act, as amended, §15(a), 15 U. S. C. A. §55(a) (Supp. 1938), provides: “No advertise- 
ment of a drug shall be deemed to be false if it is disseminated only to members of the medical profession, 
contains no false representation of a material fact, and includes, or is accompanied in each instance by 
truthful disclosure of, the formula showing quantitatively each ingredient of such drug.” Under this 
definition, an advertisement of a drug disseminated to the medical profession containing no material 
misrepresentation of fact must still be accompanied by a true disclosure of the formula to be excluded 


from the statutory prohibition. 
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that the problem of false advertising cannot be solved by the mere suppression of 
falsehood. The consumer suffers not only from deceptive copy but from the failure 
of advertisers to furnish him with the precise information essential for intelligent 
consumption. The new law is singularly deficient in not compelling full disclosure 
of such pertinent information.** 

No direct effort is made to outlaw the common and notorious therapeutic claims 
made in patent medicine advertising. Many nostrums are advertised as remedies for 
diseases for which there is no known specific and for which general medication is 
concededly useless. An express prohibition of such claims, founded as it would be 
on common and scientific experience, would materially facilitate the enforcement of 
the law and would obviate the need for protracted trials to establish in each case that 
such claims are unsupportable.** Only by crystallizing experience into specific 
statutory or administrative prohibitions can real progress be made in the elimination 
of false and misleading advertising. 


ADEQUACY OF PENALTIES 


False and misleading advertising may be prohibited under the new statute in 
three ways: 

1. The Commission may issue a cease and desist order;*® 

2. The Commission may under certain circumstances bring suit in any District 
Court to restrain the dissemination of the advertisement;®* 

3. Criminal proceedings may be instituted in certain limited cases.® 

The statute effects various changes in the “cease and desist” procedure of the 
Commission.°® The modified procedure may be briefly described as follows: When- 
ever the Commission has reason to believe’® that any person is disseminating or 


8 


* Disclosure of some information on labels is required by the new FD & C Act (Food: §403, 21 U. S. 
C. A. §343 (Supp. 1938); Drugs and Devices: §502, 21 id. §352; Cosmetics: §602, 21 id. §362). The 
affirmative disclosure of pertinent information is required in the advertising of alcoholic beverages. Fed. 
Alcoholic Adm’n Act, supra note 45. 

*S. 1944, supra note 56, in §9(c) provided that, to discourage the advertisement of drugs for diseases 
wherein self-medication was especially dangerous or patently contrary to the interests of public health, 
any advertisement of a drug representing it directly or by ambiguity or inference to have any effect in the 
treatment of some 36 enumerated diseases, ranging from albuminuria to whooping cough, shall be 
deemed to be false, unless disseminated to members of the medical or pharmacological profession only. 
Provision was made for alteration of the list, either by increasing or decreasing the index, to conform to 
the growth of scientific knowledge. 

“FTC Act, as amended, §5(b), 15 U. S. C. A. §45(b) (Supp. 1938). In §12(b) it is provided that 
the causing to be disseminated or dissemination of any false advertisement shall constitute an unfair or 
deceptive act or practice within the meaning of §5(a). Id. §12(b), 15 id. §52(b). The sanctions relating 
to the methods, practices and acts forbidden by §5(a) are thereby made applicable to false advertising. 

“Id. §13(a), 15 id. §53(a). 

® Id. §14(a), 15 id. §54(a). ® Id. §5(b), 15 id. §45(b). 

The Commission may act either on the basis of its own investigation or as the result of a complaint. 
A case commonly originates through an informal complaint of a consumer, competitor, trade association 
or consumers’ organization. A thorough preliminary investigation of the complaint is conducted by the 
Commission before further proceedings are undertaken. This may involve a field investigation and a 
consideration of the facts by the examiners of the Commission. The Commission passes upon the report 
of the chief examiner and determines by majority vote whether a formal complaint should issue. All 
complaints are prepared by the office of the Chief Counsel. 
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causing to be disseminated any false advertising of food, drugs, devices or cosmetics,” 
and it appears to the Commission that the institution of a proceeding would be in 
the public interest, it may issue a complaint setting forth the charges against the 
advertiser. A hearing may be had any time after the expiration of a period of thirty 
days from the date of service of the complaint. Hearings are generally held before 
trial examiners who render an intermediate report. The Commission considers the 
case on the basis of the record before the trial examiner. An opportunity for oral 
argument is extended the respondent. After argument, the Commission renders a 
decision consisting of findings of facts and an order to cease and desist from the 
unfair or deceptive practice. Court review of the Commission’s order may be had 
within a period of sixty days. If no court review is sought, the order becomes final 
at the end of the sixty-day period. The time at which the order becomes final in the 
event of court review is specified with great particularity.” A violation of an order 
after it has become final is punishable by a civil penalty of not more than $5,000 
which may be recovered in a civil action by the United States.”* 

Prior to the recent amendments, an order of the Commission became final only 
after affirmance by the courts. It could be violated with impunity at any time prior 
to such affirmance.”* In some instances, an order of affirmance would be granted 
only on proof of violation of the Commission’s ruling.”* This in effect required proof 


™ False and misleading advertising is scrutinized by the ‘Radio and Periodical Division” of the Com- 
mission. It reviews the advertising sections of newspapers and periodicals, advertising copy broadcast over 
the radio, and receives complaints. If a periodical or radio advertisement appears on its face to be decep- 
tive, this Division conducts an informal examination, on the basis of which it submits a recommendation to 
the Commission. The matter may be referred back to the Division by the Commission with instructions to 
negotiate a stipulation. If no stipulation is executed, formal proceedings are begun. 

“FTC Act, as amended, §5(g), 15 U. S. C. A. §45(g) (Supp. 1938), provides that a cease and desist 
order shall become final (a) if no petition for review is filed within 60 days after the service of the order, 
(b) upon the expiration of the time allowed for filing a petition of certiorari, if the order has been affirmed 
by a circuit court of appeals or the petition for review dismissed, (c) upon a denial of a petition for 
certiorari under the same conditions, or (d) upon the expiration of 30 days after the issuance of the 
mandate of the Supreme Court if such Court directs that the order be affirmed or the petition for review 
dismissed. §§5(h)(i) and (j) provide the time within which the order of the Commission shall become 
final if it is modified or set aside or if a rehearing is ordered. The time when the Commission may 
modify or alter its own cease and desist order is provided for in §5(b). 

™ Id. §5(1), 15 id. §45(1). The deterrent effect of the provision for a civil penalty is questionable. The 
penalty can be invoked only when the order of the Commission has become final. By fixing only a 
maximum fine, a large range remains within which the court can fix a lower penalty. The tendency in 
most cases has been for the courts to treat offenders of the food and drug laws leniently, and that attitude 
may well continue. : 

™ Under the original FTC Act, although a respondent could secure judicial review of an order of the 
Commission at any time, the Commission could resort to the courts only if the respondent failed or 
neglected to obey the order. FTC Act, §5, 15 U. S. C. §45. If the respondent took an appeal from the 
Commission’s order or the Commission went into court after a violation had occurred and the order was 
affirmed, the order of the court was equivalent to an injunction. Any punishment was for violation of 
the court’s order and not strictly for violation of the order of the Commission. The Commission requires 
that when an order to cease and desist has been issued or a stipulation signed, the respondents file within 
60 days a report with the Commission setting forth in detail the manner and form in which they have 
complied with the order or stipulation. Where the order prevents the false advertisement of a food, drug 
or cosmetic that may be injurious to health, an interim report must be filed within 10 days stating how 
the respondents intend to comply. The Commission may in its discretion require further reports of 
compliance from time to time. F. T. C., Rutes or Practice, Rule XXII. 

In F. T. C. v. Standard Education Society, 14 F. (2d) 947 (C. C. A. 7th, 1926), §5 of the FTC 
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of at least two violations, one before the issuance of the Commission’s order and one 
thereafter. The cumbersome and dilatory nature of this procedure substantially 
impaired its effectiveness. 

Will the modified procedure deter the dissemination of false advertising?*° The 
Commission must undertake a preliminary investigation before issuing a complaint 
in order to satisfy itself that grounds exist for the institution of proceedings. This 
naturally takes time. Hearings cannot be held sooner than thirty days after service 
of the complaint. Various jurisdictional requirements, such as proof of interstate 
commerce, tend to prolong the trial. The examiner must take the matter under ad- 
visement and prepare his report. The case is then put on the Commission’s calendar 
for argument. After argument, findings of fact and a cease and desist order must be 
prepared. Sixty days must then elapse before the order becomes binding."* 

In the meantime the advertiser may have discontinued the challenged advertise- 
ment and may have embarked upon a new advertising campaign which is equally 
deceptive. The proceedings before the Commission may therefore relate to a con- 
troversy which has become essentially moot. A cease and desist order does not 
penalize the advertiser for his previous derelictions and does not prevent him from 
indulging in new and different misrepresentations.** This procedure thus permits 
an unscrupulous advertiser to “play fast and loose” with the Commission. He can 
reap the profits of his misrepresentations until compelled to desist, and then by 
adopting new copy, continue his depredations of the public until again forced to stop. 
A prohibition which operates prospectively, and then only after the lapse of con- 
siderable time, cannot have much deterrent effect on wrongdoing. 

The Commission some years ago inaugurated the practice of settling minor adver- 
tising violations by stipulation. Informal conferences are held with the Director of 
the Radio and Periodical Division of the Commission and the advertiser can ayoid 
formal proceedings by entering into a stipulation in which he admits his errors and 
agrees to discontinue the improper advertising.”® These stipulations, however, do not 


Act, 15 U. S. C. §45, was interpreted to mean that the Commission’s application for enforcement first 
presents the question of whether a violation had occurred, a fact which must be proved before the validity 
of the order could be considered. Cf. F. T. C. v. Balme, 23 F. (2d) 615 (C. C. A. 2d, 1928) in which the 
court held that the question of violation was not to be considered until the order’s validity had been estab- 
lished, referring the question of violation to the Commission for a finding of fact on the point. Accord: 
F, T. C. v. Baltimore Paint and Color Works, 41 F. (2d) 474 (C. C. A. 4th, 1930). 

* There is no doubt but that the new amendments go a long way in putting teeth into the Commis- 
sion’s orders. The question still remains, however, whether these changes are by themselves sufficient. 

™ The meaning of the word “final” as used in the new statute, supra note 72, raises some question. 
The purpose of the provision is obviously to make the order of the Commission res adjudicata as to all 
issues actually decided. In a suit brought by the United States to recover the civil penalty the court may 
not have the power to inquire into the validity of the order. An attack on the jurisdiction of the Com- 
mission may, however, be permitted under the general rule that a judgment rendered without jurisdiction 
of the subject-matter is a nullity. Cf. Crowell v. Benson, 285 U. S. 22 (1932). 

® The Commission has issued “omnibus” orders, forbidding not only the false and deceptive statements 
actually made, but also “any statements of a similar or substantially like false and misleading nature.” 
See, e.g., Dr. Southington Remedy Co., 20 F. T. C. D. 195, 204 (1935); Creomulsion Co., Inc., 20 F. T. 
C. D. 89, 96 (1935). 

™ See note 71, supra; F. T. C., ANNuat Report (1937) 42. 
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rise above the level of gentlemen’s agreements. There is no record of any suit being 
brought in the courts by the Commission for violation of a stipulation. In the event 
of such violation, the Commission is compelled to issue a formal complaint and fol- 
low the ordinary procedure for the issuance of a cease and desist order. The stipula- 
tion, which in each case provides that the facts admitted therein may be used in 
evidence in subsequent proceedings, facilitates the trial but it has no further legal 
effect. The situation would be different if consent injunctions were to be entered 
in the courts on the basis of the stipulation. A subsequent violation would then 
constitute a contempt and entail unpleasant consequences for the advertiser. 

The conclusion is inescapable that the “cease and desist” procedure, in and of 
itself, is an insufficient curb on false and misleading advertising. 

The draftsmen of the new law were undoubtedly conscious of these deficiencies 
in the Commission’s procedure. They sought, as we have indicated, to strengthen it 
in numerous ways. In addition, they provided that the Commission might institute 
a suit for an injunction pending the issuance of a complaint and until final disposition 
of the case, whenever it has reason to believe that such injunctive proceedings “would 
be to the interest of the public.”®° 

The injunctive procedure has all the advantages of speed. Improper advertise- 
ments can be summarily halted by restraining order. Once obtained, the injunction 
is a serious deterrent against future violations, which are punishable as contempts. 
An efficient injunctive procedure puts teeth in a statutory prohibition.* 

The statute unfortunately places some hampering restrictions upon the use of the 
injunctive remedy. The Commission may seek a temporary injunction only when 
such relief “would be to the interest of the public.” It would appear offhand that a 
restraint on any false advertising would be in the public interest. It is possible, how- 
ever, for this phrase to receive a restrictive interpretation limiting the occasions on 
which injunctions may be obtained.®? Furthermore, an injunction can not be sought 
independently of a proceeding by the Commission.** If the Commission fails to 
prosecute its complaint or does not issue a cease and desist order, the injunction pre- 
sumably lapses. The statutory set-up thus involves an unnecessary duplication of 
effort. The case must first be heard before the District Court on the application for 


FTC Act, as amended, §13(a), 15 U. S. C. A. §53 (a) (Supp. 1938). 

®\ The injunctive machinery has already been invoked in the case of U. S. v. Hartman Wholesale Drug 
Co., 106 C. C. H. Trave Rec. Serv. 915,034 (D. Ill. 1938), involving a weight reducing remedy that con- 
tained a dangerous drug. The advertisements failed to state the presence of this drug and, at the suit of the 
Commission, the defendant was enjoined from disseminating any advertisement to induce the purchase of 
its remedy. 

“Similar language in §5 of the FTC Act, 15 U. S. C. §45, has been interpreted as a substantive 
limitation on the Commission’s jurisdiction (F. T. C. v. Klesner, 280 U. S. 19 (1929)). 

® Although the statutory language is not clear, the intent apparently is to give the Commission the 
right to secure the injunction at any time prior to a final disposition of the complaint. The language, how- 
ever, is susceptible to the interpretation that no injunction can be sought after the complaint is served. 

The circuit court may also issue an injunction in a proper case. FTC Act, as amended, §5(c), 15 U. S. 
C. A. §45(c) (Supp. 1938), broadens the power of that court by providing that when a petition for 
review is filed, the court shall have jurisdiction of the proceeding and may issue such writs as are an- 
cillary to its jurisdiction or, in its judgment, are necessary to prevent injury to the public or competitors 
pendente lite. 
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the injunction. It must then be independently tried by the Commission. If the adver- 
tiser feels that the injunction was imprudently granted by the District Court, he may 
presumably take an appeal to the Circuit Court of Appeals. An appeal may also be 
taken from the final order of the Commission. There are thus two hearings and two 
appeals. Would it not have been simpler and more effective to have permitted the 
injunctive processes to be invoked directly and apart from any pending administrative 
proceeding ? 

“The statute makes it a misdemeanor, punishable by imprisonment not exceeding 
six months or by a fine of not more than $5,000 for a first offense, and by imprison- 
ment of a year and fine of not more than $10,000 for a subsequent offense, for any 
person to disseminate a false advertisement where (a) the use of the article advertised 
may be injurious to health because of results from such use under the conditions 
prescribed in the advertisement or under customary conditions of use, or (b) if the 
violation is with intent to defraud or mislead.** \ Mention has already been made of 
the narrowing effect of a requirement of fraud. State legislation involving the 
element of scienter as well as the Sherley Amendment have proved ineffective.®* It 
is of course useful to have a criminal sanction available for the more flagrant frauds, 
but its restricted utility must be recognized. The same observations may be made 
concerning the other limiting conditions of the criminal sections of the statute. In 
only a small class of cases can it be shown that the advertised product will be in- 
jurious to health under conditions that are suggested in the advertisement or that 
are customary. 

Publishers, broadcasting companies, and other advertising media are exempted 
from the criminal provisions of the statute except where they refuse on request of the 
Commission to furnish it with the name and post office address of the manufacturer, 
packer, distributor, seller or advertising agency which placed the advertisement for 
dissemination.8* The disclosure of similar information frees any advertising agency 
from criminal responsibility.“7 The criminal sanction thus may be limited to the 
seller of the advertised product, whether he be manufacturer or distributor, despite 
the fact that the advertising agency or advertising medium may have originated or 
suggested the improper advertisement. 

With these qualifications and exemptions, little can be expected from the criminal 
provisions of the Act. 

MetHops OF ADMINISTRATION 

The Department of Agriculture is entrusted with the administration of the Food, 
Drug and Cosmetic Act,®* pertaining to misbranding and adulteration, while the 
Federal Trade Commission is charged with the enforcement of the Wheeler-Lea 
Act,8® dealing with false advertising. An anomalous situation is created by this di- 


“FTC Act, as amended, §14(a), 15 U. S. C. A. §54(a) (Supp. 1938). 
® See note 53, supra; Handler, supra note 10, at 28 et seq. 

“FTC Act, as amended, §14(b), 15 U. S. C. A. §54(b) (Supp. 1938). 
& Ibid. 

®FD & C Act, §7o1, 21 U. S. C. A. §371 (Supp. 1938). 

* FTC Act, as amended, §5, 15 U. S. C. A. §45 (Supp. 1938). 
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vision of enforcement powers. A manufacturer who both misbrands and falsely 
advertises his product can be prevented only after two proceedings by two separate 
agencies of government. Unless a formula for close cooperation between the two 
agencies is devised, uncertainty and confusion will be engendered and a duplication 
of staffs, investigations and litigation, costly both to the government and the indus- 
tries regulated, will result. Coordination of the efforts of both agencies through 
cooperation can, however, to a large extent mitigate the inconveniences arising from 
this division of responsibility. 

The administrative enforcement of any law has the advantage of specialization 
and permits of a continuity and uniformity of administrative policy. It is preferable 
to the orthodox delegation of enforcement to overworked prosecuting officials 
charged with administering numerous unrelated criminal laws. It is frequently im- 
possible for the ordinary prosecutor to find the time to proceed against minor 
offenses and as a consequence, laws such as these against false advertising tend to 
become nugatory. A special agency of government, armed with effective sanctions, 
supplied with a trained personnel and adequate funds, and commanded by vigorous 
leaders, can make substantial progress against practices even as inveterate and wide- 
spread as false advertising. 

The Commission, unfortunately, is not armed with effective sanctions. No matter 
what improvements may be made in its organization, it will be seriously handicapped 
by the absence of penalties having a real deterrent effect. Nor would it be sufficient 
to enact amendments imposing such penalties. The magnitude of the problem 
requires the enlistment of non-governmental agencies of enforcement. By forging 
suitable remedies for the private litigant, whether purchaser,®° competitor,®! trade 
association®? or consumers’ organization, it is possible to obtain wide and effective 
assistance in the suppression of an evil which government alone cannot accomplish. 

The problem of false advertising must be attacked at its source. It is much more 
important to prevent the dissemination of false advertisements than to punish the 
advertiser after publication. The advertising medium is the center of infection. The 
publisher and broadcasting company owe a definite obligation to the public to pre- 
vent the contamination of their columns and channels by false advertising. It is not 
to be overlooked that the profits of deception flow into their coffers. It is within the 
power of advertising media to prevent any deceptive advertising. 

Prior to the Wheeler-Lea Amendments, the Commission evolved the practice in 
some cases of joining the publisher with the false advertiser as a party to the proceed- 
ing.®* Implicit in the new act is the assumption that advertising media are equally 
responsible with the advertiser. This conclusion is supported by the express exemp- 


Handler, supra note 10, at 27. "Id. at 41. 

® HANDLER, Cases OF TRADE REGULATION (1937) 729. 

* McGowan Laboratories, Inc. and Womanhood Pub. Co., 11 F. T. C. D. 125 (1927). In some 
instances the Commission has compelled the publisher or broadcaster to sign stipulations to abide by the 
Commission’s order or stipulation against the false advertiser. Orlando Broadcasting Co., 21 F. T. C. D. 
1147 (1935); Crowell Publishing Co., 21 F. T. C. D. 1151 (1935). 
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tion of such media from criminal liability under certain circumstances® and the per- 
missive provisions of the injunctive section, exempting from the operation of any 
restraining order periodicals already published and about to be circulated, the dis- 
tribution of which would be delayed by the injunction.°* Commendable though 
this imposition of responsibility may be,®® the failure to implement it with suitable 
penalties impairs its usefulness. Were real sanctions to be imposed upon publishers 
and broadcasting companies for their failure to exercise due care in preventing their 
dissemination of false advertising, a vigilant rejection of deceptive copy would be 
induced. Even under the present procedure much can be accomplished through 
“omnibus” orders directed against publishers and broadcasters.®* A violation of such 
orders, once final, will result in liability for the civil penalty. The administration of 
the statute, however, would have been facilitated by a clearer definition of the re- 
sponsibilities of the advertising media and the imposition of heavier penalties. 

The affirmative disclosure of vital information regarding the product advertised 
limits the opportunity for misleading assertions and thus reduces the volume of 
violations to be prosecuted. The bane, when accompanied by the antidote, loses its 
toxic effect. It is to be regretted that the opportunity to introduce this feature into the 
law was not availed of by the proponents of this legislation. 

Administration is immeasurably facilitated when general prohibitions are supple- 
mented with specific interdictions. It is much more important to the advertiser to be 
instructed as to the manner in which his products may be advertised than to be 
confronted with a blanket denunciation of false and misleading advertising. The 
Commission should be given the power to promulgate rules and regulations con- 
demning specific improprieties in advertising practice and affording affirmative 
guidance to advertisers in the preparation of their copy.** 

A device used by some Better Business Bureaus in their attempts to discourage 
resort to false advertising has been the publication of compulsory retractions. These 
statements by the false advertiser note the particulars in which his prior advertise- 
ment was false or deceptive and do much to dispel the misleading impressions created 
by the prior publication.°® Would it not be a potent deterrent to vest the Com- 

“FTC Act, as amended, §14(b), 15 U. S.C. A. §54(b) (Supp. 1938). Supra notes 86 and 87. 

The FTC Act, as amended, §13(b), 15 id. §53(b), provides that if the court is satisfied that the 
restraint of the false advertisement in an issue of a publication published at regular intervals would delay 
the delivery of the issue after the regular time therefor, that issue shall be excluded from the operation of 
the injunction, provided that the delay would be caused by the customary manner of manufacturing and 
distributing and not by any attempt to evade the Act. This section can conceivably form a convenient 
loophole for many false advertisements. The section seems addressed to the court's discretion, and it is 
to be hoped that publications containing advertisements the single appearance of which may work 
irreparable injury to the public will not be permitted to circulate no matter how great the apparent injury 
to the publisher. 

“The statutory language imposing responsibility for the dissemination of false advertising upon the 
advertising media is by no means clear. That there is such responsibility is implied by the sections 
adverted to. FTC Act, as amended, §§13(b), 14(b), 15 U. S. C. A. §§53(b), 54 (b) (Supp. 1938). It 
is unfortunate that clear and unmistakable language was not used in this connection. 

* See note 78, supra. 

Cf. the advertising provisions of the Fed. Alcohol Adm’n Act, supra note 45. 

® Handler, supra note 10, at 46. 
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mission with power to compel such retractions, requiring the same publicity for the 
retraction as was accorded the original advertisement? 

Both the original Federal Trade Commission Act and the Wheeler-Lea Amend- 
ments are silent as to whether the Commission or the respondent must bear the 
burden of proof in proceedings thereunder. There is some language in Section 5 of 
the Federal Trade Commission Act that seems to place the burden on the respond- 
ent,’°° but the Commission has assumed that it has the burden of establishing the 
allegations contained in its complaints.!°1 There is no hardship in compelling a 
defendant who has uttered the statement in the first instance and who has peculiar 
knowledge of the facts, to prove the truth of his assertions, rather than to require 
proof of falsity by the government. Until one is prepared to support his assertions by 
evidence, he should desist from proclaiming to the world contentions that are 
unsupportable. It would not be difficult to formulate a fair and reasonable rule of 
procedure under which the burden of proof would be more equitably distributed and 
the ultimate burden of persuasion reposed in the advertiser, who reaps the rewards 
of his statements. 

While the Wheeler-Lea Act represents a sincere attempt to stem the avalanche of 
false and misleading advertising, it is no more than a first, and unfortunately, inad- 
equate step in that direction. Unless buttressed by clarifying amendments broadening 
its prohibitions and implementing it with effective sanctions, it will not effect an 
abiding solution of the vexing problem of false and misleading advertising. 

%® The FTC Act, as amended, §5(b), 15 U. S. C. A. §45(b) (Supp. 1938), provides that “The person, 
partnership, or corporation so complained of shall have the right to appear at the place and time so fixed 
and show cause why an order should not be entered by the Commission requiring such person, partnership, 
or corporation to cease and desist from the violation of the law so charged in said complaint.” 

: F, T. C., ANnuat Report (1918) 54. See also Heuser v. F. T. C., 4 F. (2d) 632 (C. C. A. 7th, 
1925). 











AN APPRAISAL OF THE NEW DRUG AND COSMETIC 
LEGISLATION FROM THE VIEWPOINT 
OF THOSE INDUSTRIES 


James F. Hocs* 


Conjecture, rather than appraisal, would be the better title. The new legislation 
consists of the Federal Food, Drug, and Cosmetic Act,’ and amendments to the 
Federal Trade Commission Act.? The latter concern the false advertisement of foods, 
drugs, devices, and cosmetics. They are already in effect. The former concerns the 
adulteration and misbranding of these products. Except for a few sections, it will not 
be effective until June 25, 1939. It is by far the more innovative and comprehensive 
of the two. ; 

Interpretative regulations are just now published.* Hearings on substantive reg- 
ulations—those which are affirmative in character and have the effect of law—have 
not so much as begun. Appraisal at this time, therefore, rests much on conjecture 
and, if one is affected, on faith. Unorthodox as that may seem, faith is not a bad 
word for it. The new legislation is right much the fruit of faith. The late Senator 
Copeland, a physician, made it a major effort of his public career. Walter G, Camp- 
bell, Chief of the Food and Drug Administration, championed it for years.* And 
industry—or a large part of it—though raked and mucked in the fashion of the times, 
foresaw the practical worth of it to producer and consumer. And, of course, the faith 
did not stop abruptly at the enactment. Administration and compliance are neces- 
sarily to be the confirmation of it. They are still in the future. Neither can be accom- 
plished without an interlude of confusion and disturbance to both administrators and 
those subject to the law. Patience and tolerance must be more than ideals on the 
part of both. They must be present realities. 

Regulation by law is a new thing to the cosmetic industry. Except as its advertis- 
ing has been supervised by the Federal Trade Commission as a method of competi- 

* LL.B., 1922, Wake Forest College. Member of the New York Bar. Member of the firm of Rogers, 
Ramsay & Hoge, New York City, counsel for The Proprietary Association. Author of articles on food and 
drug legislation and other problems of trade regulation. 

*52 Star. 1040 (1938), 21 U.S. C. A. §§301-392 (Supp. 1938) (The Copeland Act). 

952 Srar. 111 (1938), 15 U.S.C. A. c. 2 (Supp. 1938) (The Wheeler-Lea Act). 

*3 Fep. Rec. 3161-3171 (Dec. 28, 1938). 


“Senator Copeland and Mr. Campbell advocated the inclusion of provisions against false advertisements 
in the Food, Drug, and Cosmetic Act. 
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tion, and except for three state statutes® recently enacted, it has not known govern- 
mental supervision. It, therefore, comes virginal to the overlordship of government. 
It was in infancy when the existing law® was enacted. It reached maturity only in 
modern times and perhaps under the impetus of modern advertising. 

The drug industry, on the other hand, is not unused to control. The Federal 
Trade Commission has been the monitor of its advertising for a number of years.’ 
Its products have been subject to the Federal Food and Drugs Act since 1906. Laws 
corresponding to the federal were enacted in forty-seven states in the years following 
1906. Pharmacy laws, narcotic acts, laws regulating the sale of barbiturics, mari- 
huana, and poisons, and many others in the different states, and ordinances in the 
cities, have applied in numerous particulars to the supervision of the drug business. 
A little more seasoned is the drug industry, but so vast is the potential sweep of the 
new legislation that it, too, stands before an unexplored terrain. 


Tue EN arcep Score 


Advertising heretofore came under the jurisdiction of the Federal Trade Com- 
mission as a method of competition. False advertisements were construed to con- 
stitute unfair methods. The Commission was required to prove the existence of 
competition—that the advertising was a “method of competition in commerce.”® The 
new legislation removes that requirement. Sections were added to the Federal Trade 
Commission Act dealing specifically with advertisements of foods, drugs, devices, 
and cosmetics, making it unlawful to disseminate any false advertisement pertaining 


to such products. 
Definitions of foods, drugs, devices, and cosmetics, and of false advertisements 


were included, and new procedures and penalties provided.® In its definitions, it 
coincides with the Federal Food, Drug, and Cosmetic Act. With the passage of time, 
the administrative policy and judicial interpretation pertaining to the one will, quite 
probably, be applied, insofar as applicable, to the other. Assuming that, it is better 
to conserve the space allotted to this paper by passing on to the dominant piece of 
the new legislation—the Federal Food, Drug, and Cosmetic Act. 


® Louisiana, Acts 1936, act no. 142; North Dakota, Laws 1937, c. 136; and Virginia, Acts 1938, c. 414. 
There is a registration statute in Maine, Laws 1935, c. 109, but it provides little supervision. 

® The Federal Food and Drugs Act, of June 30, 1906, as amended, 21 U.S. C. c. 1. 

‘The annual report of the Federal Trade Commission for 1938 shows that for the four-year period 
July 1, 1934 to June 30, 1938, under the limited powers before the Wheeler-Lea amendments, the Com- 
mission examined 2,069,306 newspaper, magazine, and radio advertisements. During the last year, it 
reviewed 490,670 copies of commercial radio broadcast continuities amounting to 1,069,944 pages of 
typewritten script. An average of 2,905 pages of radio script was read each working day. Drugs, drug 
products, drug component preparations, and alleged remedies made up 30.5% of this work; cosmetics and 
tciletries 6.1%; and health devices 5.3%. 

® Federal Trade Commission v. Raladam Co., 283 U. S. 643 (1931). 

° The Commission proceeds by cease and desist procedure, by application to the federal courts for 
injunction, and by criminal prosecution in cases of false advertisements disseminated with intent to defraud 
or mislead and with respect to false advertisements where the use of the commodity as advertised may result 
in injury to health. In addition, the Commission’s order to cease and desist now becomes final after the 
lapse of a specified time, and violation of a final order subjects the violator to a civil penalty not to exceed 
$5,000. The Commission also proceeds informally, by stipulation. 
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It exceeds the scope of the old law by including therapeutic devices and cosmetics. 
It broadens the definition of the term “drug” to include all “articles” used in the 
treatment or prevention of disease.’° It authorizes restraint of violations by injunc- 
tion.’ It has greatly extended the definitions of adulteration and misbranding. The 
burden of proving fraudulent intent in actions against false therapeutic claims has 
been removed. Penalties for violation have been substantially increased. Controls 
have been provided for new and potent drugs. Wide administrative authority has 
been granted for the formulation of regulations of exemptive, substantive,!? and 
procedural nature. 

Where the old law was almost entirely negative in its application to drugs, the 
new law is distinctly affirmative. That is, the old law required almost nothing in 
the way of affirmative action by the makers and distributors of drugs.1* The maker 
of a drug was enjoined only from “false or misleading” statements with respect to 
the identity, description, or origin of the article, and from any statement that was 
“false and fraudulent” with respect to the curative or therapeutic effect of it.1* 

The new law moves entirely away from the old definitions and prohibitions. 
For the phrase “false and fraudulent,” the phrase “false or misleading” is substituted 
not only with respect to identity, description, and origin, but with respect to curative 
or remedial claims. The law applies to materials which are intended for use in the 
manufacture of drugs, medicinal preparations, and cosmetics, whereas the old did not. 

The fact that positive statements with respect to an article and its uses should, for 
the complete protection of the public, appear upon a label was not recognized by 
the old law. Silence brought immunity. The new law commands as well as restrains. 
It requires that the name and address of a manufacturer must appear upon the label; 
that a statement of the quantity of the contents must be made; that the active in- 
gredients must be disclosed; that the presence of certain narcotic drugs must be 
declared, together with the quantities and a warning of habit-forming possibilities; 

° Gauze bandages have been held to be “drugs” within the definition of the old law. U. S. v. 48 
Dozen Packages of Gauze Bandage, 94 F. (2d) 641; (C. C. A. 2d, 1938). Catgut ligatures have been held 
to be “drugs” and the Administration has made extensive seizures of rubber prophylactics as “adulterated” 
and misbranded ‘“‘drugs.” Notices of Judgment, November and December, 1938. 

“The prompt and drastic effect with which this new procedure may be applied should greatly 
strengthen enforcement—and should not be overlooked by industry. 

% Section 701(e) authorizes regulations to prescribe appropriate tests or methods of assay for official 
drugs when those in the compendiums are inadequate, to determine habit-forming derivatives (which must 
be declared with a warning) of narcotic drugs, to determine drugs liable to deterioration, and to prescribe 
the manner of packaging and a label statement of precautions therefor, and to certify coal tar colors which 
are harmless and suitable for use in drugs and cosmetics. 

“Such regulations are not merely interpretive. They have the force and effect of law and must be 
observed. Their violation may result in the imposition of criminal penalties, or in the confiscation of the 


goods involved if shipped in interstate commerce, or in their exclusion from the country if imported.” 
H. R. Rep. No. 2139, 75th Cong., 3d Sess. (1938) 10. 

** The only affirmative showing was the requirement that the label declare the presence and quantity 
of any alcohol, morphine, opium, cocaine, heroine, alpha or beta eucaine, chloroform, cannabis indica, 
chloral hydrate, or acetanilid, or any derivative or preparation of any such. substances. 

* The Sherley Amendment, adopted after the Supreme Court’s decision in U. S. v. Johnson, 221 U. S. 
488 (1911), holding that the words ‘“‘false or misleading” in §8 did not apply to statements other than 
those respecting identity, description, and origin. 
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that there must be adequate directions for use and adequate warnings against use 
in conditions in which its use might be dangerous; that if it is a drug liable to 
deterioration, it must be packaged and labeled as required by regulations. 


ProBLEMs OF COMPLIANCE 


The problems confronting the industries as they endeavor to comply with the 
new legislation, except for those of a mechanical nature, are really problems of 
interpretation. As such, they are, at the same time, problems confronting the 
administrators. 

Where the viewpoints of the administrators differ essentially from the viewpoints 
of the industries in the approach to these problems, the ultimate solution, of course, 
must await judicial decision. So early upon the enactment of the law, it is difficult 
even for viewpoints to take definite form. And, for conflicting viewpoints to be 
adjusted through judicial interpretation will be, as with most comprehensive laws, 
a continuing matter and in no case a development of much consequence for a few 
years. 


Application to Local Transactions 

The language of the Act and announcements by the Administration raise ques- 
tions of territorial jurisdiction which in the end must be settled by judicial decision 
on points of constitutional law. The amendments to the Federal Trade Commission 
Act make it unlawful to disseminate a false advertisement by the mails, or in com- 
merce by any means, for the purpose of inducing the purchase of these commodities. 
They also make it unlawful to disseminate a false advertisement by any means 
(whether in commerce or not) for the purpose of inducing the purchase in commerce 
of commodities. Thus, the Act would seem to be applicable to local advertisements 
by a retailer of commodities which he receives in the course of interstate commerce. 

Section 301(c) of the Federal Food, Drug, and Cosmetic Act makes it unlawful 
to receive in interstate commerce, and deliver, any food, drug, device, or cosmetic 
that is adulterated or misbranded. The old law made it unlawful to receive and 
deliver in original unbroken packages. 

Section 301(h) makes it unlawful to give a guaranty which is false, and the only 
reason so far advanced for it is that it will be a means of reaching a manufacturer 
who sells to a distributor in an intrastate transaction. Otherwise, there is no occa- 
sion for making the giving of a false guaranty an offense. If a guaranty (given, 
perhaps, in good faith) turns out to be false, it will be because the article covered by 
it has been found later to be adulterated or misbranded, and punishment will be on 
that score. Making the giving of a guaranty which turns out to be false also an 
offense is simply repetitious and unnecessarily punitive. 

Section 304(a) authorizes the seizure of articles which are adulterated or mis- 
branded or which are contraband under sections 404 or 505 while they are in inter- 
state commerce or at any time thereafter. The old law authorized seizure of articles 
while in interstate commerce or, which, having been transported in such commerce, 
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remained “unloaded, unsold, or in original unbroken packages.” The Supreme Court 
held that, under that language, the federal authority extended into retail stores and 
that the provision was constitutionally valid.° But the new Act goes an unlimited 
distance further and, if taken literally, would permit the seizure of articles at any 
time and at any place provided simply that at one time they had been in interstate 
commerce. 

Section 501(a) defines a drug as adulterated if it has been prepared, packed, or 
held under insanitary conditions. Section 601 makes the same requirement as to 
cosmetics. These provisions rest on the well-established power of Congress to close 
the channels of interstate commerce. The basic provisions of the whole Act rest on 
that; i.¢., interstate transportation of adulterated and misbranded articles is pro- 
hibited. Section 704 authorizes factory inspection. 

Regulations explain that the law’s definition of labeling includes all written, 
printed or graphic matter accompanying an article at any time after shipment in 
interstate commerce. This interpretation contemplates Section 301(k) which pro- 
hibits the alteration of any part of the labeling of, “or the doing of any other act 
with respect to,” an article if the act is done while the article is held for sale after 
shipment in interstate commerce and results in the article being misbranded. 

Regulations under Section 502(f) (which requires adequate directions for use) 
exempt potent drugs which are labeled with a warning statement that the drug is 
to be used only by or on the prescription of a physician, dentist, or veterinarian, but 
withdraw the exemption when the article is offered or sold (at retail) for any other 
use. That does not mean that the sale by a dealer of the drug for any use other than 
by or on the prescription of a physician makes the manufacturer liable. The regula- 
tion states that the withdrawal of the exemption is not retroactive; that “the causing 
by any person of such exemption so to expire shall be considered to be an act of 
misbranding for which such person shall be liable.” 

That would apply, for instance, to the dealer and fix the liability upon him, under 
Section 301(k). Just how applicable that section may be is another question. Brand- 
ing is a matter of labeling. Perhaps if a retailer sells such drug to the laity, without a 
prescription, he has committed an act which results in the article being misbranded. 
At any rate, that is the proposition the government would have to sustain. The 
position would be, presumably, that the law declares a drug to be misbranded unless 
its labeling contains “adequate directions for use”; that the article in question was’ 
relieved from that requirement solely by exemption authorized by the Act; that the 
immunity is conditioned upon the terms of the exemption and continues only so long 
as the terms are complied with. 

This regulation does, however, condition the exemption on the manufacturer’s 
delivering the article “for use exclusively by, or on the prescription of, physicians, 
dentists, or veterinarians.” And informal statements by officials of the Administration 
have implied that the manufacturer is under obligation to exercise some control over 


% McDermott v. Wisconsin, 228 U. S. 115 (1913). 
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the sale of his product in this respect. Certainly the regulation contemplates that the 
‘manufacturer in labeling so as to take advantage of the exemption should do so in 
|good faith and in the circumstances of sale of the article and in his announcements 
to the trade should make it clear that the article is being sold, as the label declares, 
for use only by or on the prescription of a physician. It certainly means that the 
manufacturer must not be a party to any subterfuge or scheme whereby the article 
enjoys immunity as it passes through interstate commerce but then becomes readily 
available for purchase by the laity.’® 

Regulations at this point, and at other places in the law where exemptions are 
provided, have wide range. The law does not state the exemption. It authorizes the 
formulation of the exemptions by regulations. Therefore, unless contrary to law, 
arbitrary, or unreasonable, the terms of the exemptions can be prescribed in the 
discretion of the Administration. 


Official Drugs 

A drug purporting to be one recognized in the United States Pharmacopoeia, the 
Homeopathic Pharmacopoeia, or the National Formulary must conform to the stand- 
ards of strength, quality, and purity laid down in those publications. If it does not, 
then its variation must be noted not for the purpose of ascertaining, as at present, 
whether its own standard is indicated on the label, but whether the difference 
between it and the official product is accurately and plainly set forth. 

Manufacturers have objected to showing the differences between the official stand- 
ards and those of articles which vary from those standards. They have not been 
averse to disclosing the true standards of the varying products. They have appre- 
hended that declaring “differences” would imply to the uninformed purchaser that 
the product which varies is inferior to the official one. Drugs are developed by 
manufacturers before they appear in these “official” publications. The publications 
then at a later time include the drug, and in doing so frequently make some minor 
change in the formula. And after that is done, the manufacturer of the original 
product must state on his label wherein his product differs from the official. These 
publications originate nothing. They simply take that which has been introduced 
by some manufacturer, usually with certain changes in title or formula, and some- 
times without change. Such manufacturers have felt that the requirement of the new 
law forces them so to label their original products as to convey the idea that because 
of an admitted difference in formula their products are somehow inferior. 

On the other hand, earnest and sincere recommendations were made for the 
deletion of any variation. The argument was that standards are of no value unless 
observed, and that an authorized sweeping variation from the requirements is tan- 
tamount to a repeal; that there can be no excuse for legislation permitting the sale 
of one drug product under the name of another. 


*° These comments apply equally to exemptions for “manufacturing use only,” and generally to regula- 
tions under §§503(a) and 603 which authorize exemptions where articles are to be repacked. Note the 
distinction drawn between an exemption becoming “void ad initio” and an exemption “expiring at the 
beginning of the act of removing.” 
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It is contended that the regulations inject a further departure from the old law, 
or the practice thereunder, when they require that every drug designated by a name 
recognized in these publications shall comply in identity with the specifications in 
them. The regulations are addressed to Section 501(b), but they may be sustained by 
other sections of the law. Section 501(d) declares a drug adulterated if any substance 
has been substituted wholly or in part therefor. Section 502(g) declares a drug 
misbranded if it purports to be a drug the name of which is recognized in an official 
compendium unless it is packaged and labeled as prescribed therein. And Section 
502(a) is the all-covering provision that a drug is misbranded if its labeling is false 
or misleading in any particular. This further support does not remove the difficulty 
for the industry. It may aggravate it. But whether the difficulty is a substantial one 
or merely one which will require practical adjustment remains for future determina- 
tion. 

That the adoption of these publications, which are privately owned and con- 
trolled, was an unsatisfactory solution of the problem is perhaps generally admitted 
by government and industry. The continuance of them in the new law as so-called 
official standards is not an evidence of satisfaction but more an act of expediency. 
Neither government nor industry seems to have come upon any better way of fixing 
standards for drugs. Eventually, some governmental, or governmentally controlled, 
agency will have to take over this important task. 

The legality of the establishment of the standards in these private works has 
always been open to question, especially with respect to revisions after the enactment 
of the statute. A real test of the question never developed under the old law, pre- 
sumably because, with the permission for a variation, manufacturers have not had 
occasion to make a point of it. The changes made by the new law and the position 
of the Administration as disclosed by the regulations may open it up. For illustration, 
“legal” drug standards, and tests and methods of assay therefor, are to be fixed from 
time to time in the future by “the appropriate body charged with the revision of such 
compendium.” What these “bodies” are, and how they are “charged” with the 
revision of the compendiums, does not appear. The three “compendiums” them- 
selves, however, show that the “bodies” referred to are the United States Pharma- 
copoeial Convention, the American Institute of Homeopathy, and the American 
Pharmaceutical Association. Suppose, for further illustration, these bodies sold their 
rights, as corporations may do, in the “compendiums” they publish. If the delegation 
of legislative authority made in this law is valid, the purchaser or assignee, regardless 
of qualifications, would be authorized to fix drug standards for the United States. 
That would be delegation of legislative authority “unconfined and vagrant.”?* 

In three cases, the right of state legislatures to adopt standards for drugs to be 
fixed in editions of the United States Pharmacopoeia not in existence at the time of 
adoption has been denied, expressly or by implication, and the same principle would 


™ Schechter Poultry Corporation v. U. S., 295 U. S. 495 (1935). 
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apply with respect to standards fixed by the Homeopathic Pharmacopoeia of the 
United States and the National Formulary and supplements to them. 

The question arose in State v. Emery,’® decided by the Supreme Court of Ohio 
in 1896, under a statute that provided that a drug should be deemed adulterated “if, 
when sold under or by a name recognized in the United States Pharmacopoeia, it 
differs from the standard of strength, quality, or purity laid down therein.” Emery, 
convicted of selling drugs adulterated within the meaning of this rule, challenged 
the validity of the pharmacopoeial standard on which the prosecution was based. 
The court said: 


“The reference in the statute to the United States Pharmacopoeia could be to no other 
than the edition of the book in use and recognized when the statute was enacted and went 
into effect, which was the edition known as that of 1880. It is not to be supposed that the 
legislature intended to adopt by reference . . . an edition of the book not then in existence, 
and of which the legislature could then have no knowledge. . . . To hold that the sale 
could thus be made unlawful would be equivalent to holding that the revisers of the book 
could create and define the offense, a power which belongs to the legislative body and 
cannot be delegated.”'® (Italics added.) 


State v. Holland,?° decided by the Supreme Court of Maine, in 1918, is to the 
same effect. There the court said: 


“We think that, when the legislature of 1907 referred to the United States Pharma- 
copoeia and National Formulary for the guidance of registered apothecaries in this state, 
it must have referred to the compilations known by those names, then recognized as 
authorities among apothecaries. It is not to be supposed that the legislature intended to 
adopt compilations not then made and of whose contents .. . it could have no knowl- 
edge.”?1 (Italics added.) 


In Pennsylvania, the same principle has been followed. There a statute provided 
that a drug should be deemed adulterated if so altered that it did not correspond to 
the recognized formula in the latest edition of the Pharmacopoeia. It was contended 
that this constituted an unauthorized delegation of legislative authority. The Penn- 
sylvania district court held: 


“If the words ‘latest edition’ were construed to mean that the editors of those Phar- 
macopoeia could introduce new standards for formulae and tests, after the passage of the 
act, then there should be force in the argument that the editors of the books could and 
would exercise or delegate legislative power, for they could make that an adulteration and 
an offense against the statute which was not so at the time the act was approved; but con- 
struing the act to mean the latest edition at the time the act was approved, there would 
not be any delegation of legislative power by the simple reference to standard works for 
definition and for tests and formulae. This is not prohibited either by letter or spirit of 
the Constitution of Pennsylvania.”2? 


% 55 Ohio St. 364, 45 N. E. 319 (1896). 1° Id. at 369, 45 N. E. at 319. 
117 Me. 288, 104 Atl. 159 (1918). "7d. at 290, 104 Atl. at 159. 
2 Commonwealth v. Costello, 18 Pa. Dist. 1067, 1069 (1908). 
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New Drugs ; 

The introduction into interstate commerce of a “new drug”®® is prohibited if the 
Secretary of Agriculture, after a hearing, finds that (1) the investigations by the 
manufacturer do not include adequate tests by all methods reasonably applicable to 
show whether or not such drug is safe for use under the conditions prescribed in its 
proposed labeling; (2) the results of the tests show that the drug is unsafe, or do not 
show that it is safe, for use under such conditions; (3) the methods used in, and the 
facilities and controls used for, the manufacture, processing, and packing of the drug 
are inadequate to preserve its identity, strength, quality, and purity; or (4) upon the 
basis of the information submitted to him as part of the application, or upon the 
basis of any other information before him with respect to the drug, he has insufficient 
information to determine whether the drug is safe for use under such conditions. 

The Secretary may suspend “the effectiveness of an application” if, after hearing, 
he finds that “clinical experience, tests by new methods, or tests by methods not 
deemed reasonably applicable when such application became effective, show that 
such drug is unsafe for use under the conditions of use upon the basis of which the 
application became effective.” 

The provisions on this subject are the most important in potential consequence 
of any in the law. They came as a result of the tragedies and the widespread publicity 
attendant upon the introduction of the so-called Elixir of Sulfanilamide in the 
autumn of 1937. They were formulated in an earnest effort to prevent, so far as 
possible, a recurrence of any similar cases. And, surely, if possible to prevent, there 
should be no repetition. Also, surely, in good conscience and good business, no drug 
(new or old) should be offered for sale until it has been tested by all known and 
appropriate methods to determine its safety and usefulness. 

No problem arises on the purpose and principle. The only problem—and time 
alone will tell whether there is a problem—lies in the future application of the pro- 
visions by the Administration. Therein, because of the deep wells of power in the 
provisions, may be much of the future of therapeutics in the United States. 

The definition of a “new drug” includes new combinations, proportions, and 
uses of old drugs. The regulations explain that a drug may be a “new drug” by 
reason of the newness for drug use (1) of any substance which composes the drug, 
in whole or in part, whether it be an active substance or a menstruum, excipient, 
carrier, coating, or other component; (2) of a combination of two or more substances, 
none of which is a new drug; (3) of the proportion of a substance in a combination, 
even though such combination containing such substance in other proportions is not 
a new drug; or (4) the newness of use of the drug in diagnosing, curing, mitigating, 
treating, or preventing a disease, or to affect a structure or function of the body, even 
though the drug is not a new drug when used in another disease or to affect another 

* Section 201(p) defines, in part, a “new drug” as one which “is not generally recognized, among 


experts qualified by scientific training and experience to evaluate the safety of drugs, as safe for use 
under the conditions prescribed, recommended, or suggested in the labeling thereof.” 
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structure or function of the body; or (5) the newness of a dosage, or method or 
duration of administration or application, or other condition of use prescribed in the 
labeling of the drug, even though when used in other dosage, or other method or 
duration of administration or application, or different condition, it is not a new drug. 

There can not be any serious objection to those regulations. There has been con- 
siderable misunderstanding of them. The impression has gone abroad that they are 
enlargements upon the definition in the law. Instead, they are explanatory of it. 
They, in effect, explain that a drug (including mixtures of drugs) may not be one 
that is generally recognized as safe by virtue of the circumstances, or contingencies, 
set out above. And, that is quite true. Combination, proportion, use, dosage, and 
disease are all important determinatives of drugs. Almost everything pertaining to 
them, first as to definition and then as to use and effect, is relative. Seldom in this 
field does absolutism apply. 

While there can not be serious objection to these definitions, the very things just 
said about drugs can give form to problems in the practical applications of the 
definition. Industry is prone—and not without reason—to enlarge upon the con- 
sequences of them. The bigger problem, however, concerns the new, inherently 
potent, revolutionary discoveries—as heretofore, insulin, barbital, aspirin, novocain, 
adrenalin, sulfanilamide, and many others. 

“Safety,” as applied to drugs, is relative. Valuable drugs with potentiality for 
good also have potentiality for harm because of wide and varied uses among many 
people, with many and different reactions. Useful information about the relative 
safety of drugs is derived from experiments on animals, but many side effects must 
be established by experience in human patients. For instance, the sulfanilamide 
compounds (not the fatal elixir of sulfanilamide) have been historically dramatic in 
their acceptance and performance. They have demonstrated specific action in strep- 
tococcus infections and high effectiveness in gonorrhea and in hitherto fatal forms 
of meningitis. But so-called toxic effects on some people have been reported. On the 
basis of them, arbitrary critics might be moved to condemn the drugs, disregarding 
their brilliant record of high service in combating serious diseases. 

Now, in the exercise of these new powers, the Food and Drug Administration 
may have a poignant influence on the progress of therapeutics. When an application 
to introduce a new drug is rejected, or an application previously effective is sus- 
pended, by official action, the usefulness of the drug will either be destroyed or 
indefinitely postponed, notwithstanding a later correction of the action, and the 
introduction of new drugs which are potent in character and significant in con- 
sequence will be materially discouraged. 


Control of Therapeutics 


The extent of the possible influence upon therapeutics does not stop with the 
control over introduction of new drugs. And in the possible extension there is a 
question of interpretation. Did Congress intend to authorize the control of thera- 
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peutics and therapeutic representations? If it did, is it empowered, under the Con- 
stitution, to do so? Or, assuming the enactment valid when administered within 
well-defined realms of false therapeutic representations, will the extension of the 
administration into realms of opinion be sanctioned by the courts? The law as 
written is one thing. Administration may be another, for the language of the law— 
inclusive and adaptable—offers the temptation to invade the highly controversial 
fields of therapeutic opinion. 

For instance, a new drug is defined as one, the composition of which is such that 
it is not “generally recognized, among experts qualified by scientific training,” as 
safe for use under “conditions prescribed in the labeling.” Now, what is “generally 
recognized,” and what is “fact” may be, and frequently are, two different things. In 
other words, what experts think may not be synonymous with fact. The progress 
of therapeutics has been quite illustrative that it is not. The name of Pasteur stands 
for that proposition. Yet, in this law, the current opinion of experts is made the 
criterion. 

_An appeal is allowed the manufacturer from an order of the Secretary refusing 
to permit an application to become effective or suspending the effectiveness of an 
application previously allowed. But, and here is the clincher, “the finding of the 
Secretary as to the facts, if supported by substantial evidence, shall be conclusive.” 

The determination of safety under the new drug section of the law hinges much 
on whether the Administration takes the view of safety of “composition” or safety 
of “therapeutic” use. At the present, there is some indication that the former is the 
view. That is the safer view from this standpoint. The other view leads straight into 
the mass of medical opinion respecting dosage, methods and duration of application, 
and a host of points for unending therapeutic debate. 

But, if that question is not there, it may come up in other sections of the law. A 
drug is misbranded if it is dangerous to health when used in the “dosage, or with 
the frequency or duration” prescribed in its labeling, or if its labeling does not include 
adequate directions for use and adequate warnings against use in “those pathological 
conditions or by children where its use may be dangerous to health or against unsafe 
dosage or methods or duration of administration or application.” How long shall an 
individual take a given medicine? Some individuals respond more quickly to 
medication than others, and there are many factors to be considered. The value of a 
drug or the time of activity cannot be definitely determined in animal experimenta- 
tion. The same as to dosage. 

Then there is the all-inclusive provision that a drug shall be misbranded if its \ 
labeling is “false or misleading in any particular.”** With that goes the provision | 
that in determining whether labeling is “misleading” there shall be taken into ac- 
count not only representations made but also the extent to which the labeling fails, 
to reveal facts “material in the light of such representations or material with respect | 
to consequences which may result from the use of the article . . . under the conditions 


™ See U. S. v. 95 Barrels of Vinegar, 265 U. S. 438, 443 (1924). 
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of use prescribed in the labeling thereof or under such conditions of use as are 
customary or usual.”?5 

The regulations state that among facts which may be material in the light of a 
representation is the fact, when it exists, of a difference of opinion among experts 
qualified by scientific training and experience as to the truth of it, “if there is a 
material weight of opinion contrary to such representation.” 

The authority for that is the Congressional committee report: 

“One of the important applications of section 201(n) relates to this problem. If only a 
few experts regard a label statement of curative value as true but the great body of 
qualified experts in that particular field regard the statement as untrue, then there may 
be substantial ground for concluding that the curative claim is misleading unless it is 
qualified in such a way as to show the existence of conflicting opinion as to its truth. 
Certainly a consumer seeking a remedy for a disease condition has the right to know, 
when it is a fact, that the representations of curative value have only a narrow and limited 
support; and if the labeling fails to reveal that fact, which is a material fact in the light of 
the representations made, then the labeling may be regarded as misleading. However, the 
misleading character of the label may be corrected by an appropriate qualifying statement 
revealing this material fact.”26 (Italics added.) 


There is a distinction between the regulation and the report. The former takes 
the inverse of the latter. The report contemplated cases in which “only a few experts” 
regard a representation as true while “the great body” of experts regard it as untrue. 
But both contemplate the “opinion” of “experts.” And both go back into the history 
of this legislation which, from the beginning, has attempted in one way or another 
to establish medical opinion as a criterion of truth. 

In S. 1944, the Tugwell Bill, it was provided that a drug would be misbranded 
“if its labeling bears any representation, directly or by ambiguity or inference, con- 
cerning the effect of such drug which is contrary to the general agreement of medical 
opinion.” In S. 2800 which followed (S. 2000 intervening), it was, “Any representa- 
tion concerning any effect of a drug shall be deemed to be false under this paragraph 
if that representation is not supported by substantial medical opinion or by demon- 
strable scientific facts.” 

That provision, with variations, appeared in succeeding revisions of the bill and 
finally went out with the explanation, contained in the report above referred to, that: 

“It was felt that if a nostrum maker were able to obtain two or more persons who 
could qualify as experts and would testify in support of the label claims, the Government’s 


case would be lost despite the fact that every competent expert in the country would 
unqualifiedly declare the claims to be false. The committee therefore substituted for this 


provision section 201(n).”27 
The argument for the inclusion of the various provisions on medical opinion has 
been that some form of them was needed for the validity of the law, as to therapeutic 


* The amendments to the Federal Trade Commission Act have the same provision with respect to 
advertisements. 

H.R. Rep. No. 2139, 75th Cong., 3d Sess. (1938) 8. 

"Id. at 7. 
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claims, on the well-known principle that a statute providing punishment for the 
commission of an offense must describe the offense with a reasonable degree of 
certainty.** When the Supreme Court construed the phrase “false or misleading in 
any particular” as contained in Section 8 of the old law,?® Mr. Justice Holmes held 
that it applied only to the identity, origin, and description of the article, and not to 
therapeutic or curative representations. The decision turned on construction of the 
language as used in the section. Although counsel had injected a question of con- 
stitutionality, it was not necessary for the Court to discuss it. Nevertheless, Mr. Justice 
Holmes did say: 


“We shall say nothing as to the limits of constitutional power, and but a word as to 
what Congress was likely to attempt. It was much more likely to regulate commerce in 
food and drugs with a reference to plain matter of fact, so that food and drugs should be 
what they professed to be, when the kind was stated, than to distort the uses of its consti- 
tutional power to establishing criteria in the regions where opinions are far apart.”3° 


There was a strong minority opinion by Mr. Justice Hughes (Justices Harlan and 
Day concurring), in which he said: 


“The argument is that the curative properties of articles purveyed as medicinal prep- 
arations are matters of opinion, and the contrariety of views among medical practitioners, 
and the conflict between the schools of medicine are impressively described. But, granting 
the wide domain of opinion, and allowing the broadest range to the conflict of medical 
views, there still remains a field in which statements as to curative properties are down- 
right falsehoods and in no sense expressions of judgment. This field, I believe, this 
statute covers. . . . I entirely agree that in any case brought under the act for misbranding 
—by a false or misleading statement as to curative properties of an article—it would be 
the duty of the court to direct an acquittal when it appeared that the statement concerned 
a matter of opinion. Conviction would stand only where it had been shown that, apart 
from any question of opinion, the so-called remedy was absolutely worthless, and hence 
the label demonstrably false; but in such case it seems to me to be fully authorized by the 


statute.”31 
In discussing S. 1944 before a Senate subcommittee, Mr. Campbell said:*? 


“All we are asking in this particular paragraph in this bill, is that language be em- 
ployed which will create no doubt in the mind of the court as was done in this case about 


the legislative intent.” 


However, the injection of medical opinion as the criterion of|truth, or the failure 
to declare differences of opinion as an element of misbranding, would seem to create | 
uncertainty rather than certainty. The existence of differences of opinion between! 
different schools of medicine and between different practitioners of the same school 
and the reversals of, and changes in, medical opinion are proverbial. But aside from 
the principle of certainty in describing the offense, the validity of the statute would 

*U. S. v. Cohen Grocery Co., 255 U. S. 81 (1921). U.S. v. Johnson, 221 U. S. 488 (1911). 


Id. at 498. Id. at 504, 507. 
™ Hearings before a subcommittee of the Senate Committee on Commerce on S. 1944, 734 Cong., 2d 


Sess. (Dec. 7, 8, 1933) 45. 
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be almost certainly imperiled if it attempted to set up medical opinion as the standard 
of truth and punish criminally any representations not in accord therewith. 

The law should properly deal with fact. Mr. Justice Hughes recognized in his 
dissent in the Johnson case that there is a realm of fact pertaining to therapeutics. 
He held that Congress is empowered to legislate in that field. Although the question 
of Congress’ limitation in this respect was not necessary to decision in that case, and 
although such a comprehensive and direct question has not been before the Court, 
it is likely that Mr. Justice Hughes touched upon the line of reasoning which the 
Court might adopt when, and if, the question is definitely presented to it.** Medical 
and scientific opinion can properly be dealt with under the misbranding provisions. 
Of course, the opinion of experts will constitute testimony in cases arising under 
the law and will be received, as heretofore, under the rules of evidence and for the 
purpose of determining issues of fact. But aside from that, opinion will doubtless 
enter in what may be called a negative, as distinguished from an affirmative, way— 
somewhat the reverse of the thought in the discussions during the legislative career 
of this law. The report previously referred to seems to contemplate that when, in 
explaining Section 201(n), it says: 

“a consumer seeking a remedy for a disease condition has the right to know, when it is a 
fact, that the representations of curative value have only a narrow and limited support.”4 


The report explains that if that is a fact and if the labeling fails to reveal that 
fact, and if that fact is material in the light of representations which are made, then 
the labeling may be regarded as misleading under the provisions of Section 201(n). 
Now, that approach to the question contemplates fact and not opinion, except as the 
latter bears upon the former. In other words, if the label represents a drug to have 
therapeutic efficacy in the treatment of a disease, or if it represents a certain dosage 
as correct, or certain methods and duration of use as correct, and makes these 
representations as facts when in truth they are not facts but merely opinions of cer- 
tain experts—and at that of a very small or disqualified number—then the label will 
be deemed misleading unless the fact of such limited and opinionated support is 
declared—unless the customer is informed that the claims are merely opinions and 
is not left under the impression that they are facts. 

Whatever the approach to the question, and whatever the expansion or limitation 
which may come through court decisions in the future, it seems certain that the 
administration of this law is going to include some control of therapeutics within the 
spheres in which it is applicable. And it also seems that there is a way in which, 
and an extent to which, the Administration may exercise that control without imperil- 
ing the validity of the Act. When that way and extent are developed, the resulting 


7 Cases of Eckman’s Alterative v. U. S., 239 U. S. 510, 517 (1916) (upholding the Sherley Amend- 
ment); U. S. v. American Laboratories, 222 Fed. 104 (E. D. Pa. 1915); Goodwin v. U. S., 2 F. (2d) 
200, 201 (C. C. A. 6th, 1924); McLean v. U. S., 253 F. 694, 696 (C. C. A. 8th, 1918); 11 Gross Packages 
v. U. S., 233 Fed. 71, 73 (C. C. A. 3d, 1916); Kar-Ru Chemical Co. v. U. S., 264 Fed. 921, 927 (C. C. A. 
gth, 1920). 

“H.R. Rep. No. 2139, 75th Cong., 3d Sess. (1938) 8. 
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control, most assuredly as to the labeling of the products for sale to the public, will 
be highly proper and salutary for the public welfare. 


Labeling 

The labeling of drugs and cosmetics presents a practical problem that is extreme 
in its scope and acute in the shortness of time before the effective date of the Act. 
Because cosmetics were not subject to the old law, because that law was negative in 
its requirement as to drugs, and because the new law has so many affirmative require- 
ments, almost every drug and cosmetic label will need some change. No one knows 
how many products there are. Some manufacturers have dozens, some hundreds, 
and some thousands. Many sell millions of packages a year. Normal production 
schedules call for anticipated orders from six months to a year in advance of the 
exhaustion period of current supplies. 

Preparation of new labels, in addition to production and layout, will require legal 
and scientific advice. The amount of time required for the very mechanics of 
changes is inordinate. There is also the time and service needed in solving the many 
problems pertaining to correct dosage, warnings, and manner of stating ingredients 
and other information. 

Drugs and cosmetics must declare the name and place of business of the manufac- 
turer, packer, or distributor, and, pursuant to regulations (if the name is not that of 
the manufacturer), whether he is the packer or distributor. By regulations, the street 
address must also be included unless it appears in the telephone or city directory. 
The quantity of the contents of the package in terms of weight, measure, or nu- 
merical count must be declared. If it is a coal tar hair dye, the label must con- 
spicuously display “Caution—this product contains ingredients which may cause 
skin irritation on certain individuals, and a preliminary test according to accompany- 
ing directions should first be made. This product must not be used for dying the 
eyelashes or eyebrows; to do so may cause blindness.” And the labeling (as dis- 
tinguished from the label) must bear adequate directions for the preliminary test. 

In addition to statements common to drugs and cosmetics, drug labels must 
declare the name, quantity, and percentage of any narcotic drug specified in the 
statute or of any derivative thereof which has been designated by regulations as 
habit forming, and the statement, “in juxtaposition therewith,” “Warning—may be 
habit forming.” They must declare the active ingredients of the article and the name 
and proportion of any alcohol and certain drugs named in the statute or derivatives 
of those named. If it has been designated by regulations as liable to deterioration, 
its label must bear a statement of such precautions as shall be required by regula- 
tions. If it is listed in the United States or Homeopathic Pharmacopoeia or National 
Formulary, and differs from the standard of strength, quality, or purity set forth in 
such publication, its label must show all of the differences. If it is potent and is to 
have the exemption from declaring directions, the regulations require a statement, 
“Caution—to be used only by or on the prescription of a” physician, dentist, or 
veterinarian. 
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The labeling (as distinguished from the label) must contain adequate directions 
for use and adequate warnings against use in pathological conditions or by children 
where its use may be dangerous to health, or against unsafe dosage or methods or 
duration of administration or application, in such manner and form, as are necessary 
for the protection of users. If, in stating the information, the label, or labeling, is 
false or misleading in any particular, the drug will be misbranded. Whether or not 
it is misleading will be determined, under Section 201(n), by considering whether 
there has been any failure to reveal facts material in the light of those disclosed, or 
with respect to consequences which may result from the use of the article under the 
conditions of use prescribed or under such conditions of use as are customary or 
usual. 

The Act then provides, Sections 502(c) and 602(c), that if any information 
required to appear on the label, or labeling, is not prominently placed with such 
conspicuousness (as compared with other information) and in such terms as to 
render it likely to be read and understood by the ordinary individual under cus- 
tomary conditions of purchase and use, it will be misbranded. Whether or not a label, 
or labeling, violates these sections will be a question of fact in each case. One label 
may violate them by failure to disclose all this information on the front part or panel 
thereof. Another may violate them by cramming so much information on one panel. 
Frequently the information will stand out bolder and be the quicker seen by the 
customer and user for appearing upon panels other than the so-called front one. No 
hard and fast rule can be laid down for designing labels and declaring information 
on them applicable to all products and to all sizes and shapes of packages. 

These sections were not taken up in public discussion during the legislative 
course. Their meaning appeared clear and understandable—to assure and command 
that in the making up of labels and labeling the required material should not be 
hidden in the folds and recesses of the labels or stated in size type not readily 
readable. Unless that is what they mean, and if administration gets into fixed specifi- 
cations as to parts, panels, position, and arrangement, the sections could work the 
destruction of valuable property rights—without compensating public benefit—in 
that trademarks and package design would have to be eliminated or so altered as to 
lose sales appeal. They could not be complied with, in some cases, unless the entire 
design, ornamentation, and get-up which had been used for years were dropped, 
and a package that would be susceptible of no sales attraction or trademark protection 
substituted. 

The regulations give informative and sound explanations of how a label may 
fail to comply with these sections and seem to recognize that with each label it will 
be a question of fact. But they are revealing of the numerous ways in which a label 
may violate them and so be misbranded. In fact—and in summary—that should be 
said of the regulations*® under many sections of the law. In them is an appraisal of 


* Anyone subject to this law should give careful study to these regulations. They cannot be regarded 
lightly. They are authorized (§701(a)) and are valid when consistent with, and truly interpretative of, 
the law and its purpose. See U. S. v. Antikamnia, 231 U. S. 654 (1914). 
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the new legislation—an illustration of the manifold and varied applications of this 
law to the making, packing, labeling, and selling of drugs, devices, and cosmetics. 


CoNncLUSION 


The existence of these problems does not condemn the new legislation. Its scope, 
both as to provisions and application to large and diversified industries, naturally 
involves at the start, and for a considerable period thereafter, problems such as those 
discussed here and many others not now foreseen or too numerous for inclusion in 
the allotted space for this article. The balance between its problems and its ultimate 
benefits is overwhelmingly in favor of the latter. Its purpose is the protection of the 
public health.** It provides the definitions and procedures necessary to accomplish 
its purpose. -In so doing, it will, at the same time, benefit industry. The interests of 
the consuming public are not adverse to the interests of the producing industry. 
Producer and consumer are necessary to each other. What serves the ultimate good 
of one serves the ultimate good of the other. 

That does not mean that the effects of the new legislation are not far-reaching 
and in some ways revolutionary in their ultimate effect upon industry. The new 
Food, Drug, and Cosmetic Act is more than a “tightening-up” of the old law at a 
few specified places. It is more than a mere extension of that law to include ther- 
apeutic devices and cosmetics. Its philosophy goes far beyond that of the old. It sets 
up an entirely new system for affirmative control and regulation. The manufacturer 
who does not appreciate that is in for a rude awakening, and perchance in circum- 
stances the more shocking if the awakening is deferred. The manufacturer who 
attempts to temporize or play hide-and-seek with this law is going to pay dearly 
for his fun. Here are not only expansive definitions, but also swift and effective 
restraints and punishments. 

Perhaps the effects of the new legislation will be most generally noticeable among 
proprietary medicines advertised and sold to the public. It will work many changes 
in the composition, labeling, and advertising of many of them. It will accomplish the 
demise of some of them. But it will work ultimate good for them as a class. They 
will the better serve the public.$7 Only as they do serve the public have they a right 
to existence. 

The manufacture of these products has developed into an industry, and with 
that development has come the establishment of an economic’ position—medicines 
compounded according to approved formulas, under standardized control, with uni- 
formity of strength, conveniently packaged, and made available to the masses. The 

*U, S. v. Lexington Mill & Elevator Co., 232 U. S. 399 (1914); Savage v. Jones, 225 U. S. sor 
(1912); McDermott v. Wisconsin, 228 U. S. 115 (1913); U. S. v. Coca-Cola Co., 241 U. S. 265 (1916). 
The Act should be construed to accomplish the legislative intent, and therein is an ever-present key to 
interpretation and application of the Act in the solution of problems as they arise. Hipolite Egg Co. v. 
U. S., 220 U. S. 45 (1911); U. S. v. Antikamnia, supra note 35. 

* “The bill is not intended to restrict in any way the availability of drugs for self-medication. On the 


contrary, it is intended to make self-medication safer and more effective.” H. R. Rep. No. 2139, 75th 
Cong., 3d Sess. (1938) 8. 
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economic place of that industry, however, is not as broad as an advertising man’s 
imagination.** There is no justification in economics, and even less in morals, for 
the sale of unnecessary goods through claims of efficacy beyond the real power of a 
product or through claims of uses for which the product is not fitted. 

When one, for a business, sells medicines and drugs to people who are sick, and 
who are the more credulous because they are sick, he should assume the burden of 
using extraordinary care in determining the truth of what he says, and in stating it 
in clear terms that are not likely to be misleading. He, and not the public, should 
assume the risk of his ignorance or mistake. And that, finally, is the test—and 


the rule. 


*In an address on October 27, 1938, before the Southwestern Association of Advertising Agencies, 
James A. Horton, Chief Examiner of the Federal Trade Commission, made the following statement: “It is 
quite apparent to me, as it should be to you, that because of this new concept, the day of the old-time 
copy writer is fast drawing to a close. With him will pass such practices as conducting product research 
in the office rather than by scientific development in the hands of trained laboratory specialists in a 
laboratory where it always belonged.” 











THE FEDERAL FOOD LEGISLATION OF 1938 
AND THE FOOD INDUSTRY 


Rosert W. Austin* 


I 


Between the enactment of the original Federal Food and Drugs Act of 1906* and 
the passage of the Federal Food, Drug, and Cosmetic Act of 1938,? amendments to 
the 1906 Act were few and far between. While developments in the law came slowly 
in that period of thirty-two years, the development of the industries affected by the 
statute was tremendous. The proprietary drug business had expanded beyond belief; 
the distribution of foodstuffs changed from a general practice of selling foods in bulk 
to the point where packaged foods had become the rule on shelves of retail grocers. 
Not only had the food and drug industries expanded and their methods changed, but 
the making and selling of cosmetics had become an entirely new industry. 

In addition to the above mentioned changes in the mechanics of distribution of 
these products, changes were rapid in the American economic system in the twenty- 
seven years between the passage of the original law and the introduction of the 
so-called Tugwell Bill in Congress in 1933. New technical developments had been 
attended by new methods of manufacture and distribution of food, drugs and cos- 
metics. New products were introduced, plant capacity increased, and competition 
became more difficult to control with the increase of mass production, speedy distribu- 
tion and the growth of the chain store. 

The Department of Agriculture, and particularly the Food and Drug Adminis- 
tration thereof, which was charged with the enforcement of the Federal Food and 
Drugs Act of 1906, found itself handicapped not only by the lack of adequate funds 
to provide for the sinews of war against illegal abuses, but by the fact that the weapon 
which had been given to it in 1906 to prosecute that war was becoming more and 
more obsolete as the industries affected progressed both in the production and 
distribution of their products. 

For years the Food and Drug Administration hoped to remedy the legal defects 
and administrative difficulties inherent in the old law. It was not until the advent of 
increased interest in the problems of the consumer, which is so definite a part of the 

* A.B., 1929, Dartmouth College; LL.B., 1932, Harvard University. Member of the New York Bar. 
Associated with Breed, Abbott & Morgan, Attorneys, New York City. Member of the Committee on Fed- 
eral Legislation of the New York State Bar Association. 


134 Stat. 768 (1906), 21 U. S. C.c. 1. 
* 52 Stat. 1040 (1938), 21 U. S.C. A. §§301-392 (Supp. 1938). A 
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present National Administration, that the movement for a new law became such as 
to give the Food and Drug Administration, industry and the public some hope that 
a new and modern statute would replace the law of 1906. 

It is not the province of an article of this kind to discuss in detail the legislative 
history of the Federal Food, Drug, and Cosmetic Act of 1938. Suffice it to say that in 
the first session of the 73rd Congress in 1933 Senator Copeland introduced the Tug- 
well Bill prepared under the direction of Dr. Rexford G. Tugwell. This first measure 
provided for a drastic permit control of factories, for inspection thereof, and, perhaps 
of most importance, for compulsory grade labeling under which any food whose label 
failed to bear the required symbol of quality and grade was to be deemed mis- 
branded. 

Five years elapsed between the introduction of the Tugwell Bill and the final | 

‘enactment of the law in 1938. In that time more than forty bills were introduced in 
Congress; hearings were held before both Senate and House Committees, and Presi- 
dent Roosevelt sent a special message to Congress recommending the passage of new 
food and drug legislation. 

In addition to the natural delays incident to such a complete revision of existing 
law dealing with so complicated a subject, the final enactment of new legislation 
was delayed by a controversy between the Department of Agriculture and the Fed- 
eral Trade Commission concerning which administrative body should have control 
over the advertising of foods, drugs and cosmetics sold-in interstate commerce. 
When in March of 1938 the Wheeler-Lea Act,’ amending the Federal Trade Com- 
mission Act, became law increasing the powers of the Federal Trade Commission 
and giving it specific powers over the advertising of foods, drugs and cosmetics, the 
last obstruction’ in the way of complete revision of existing law was removed. 

Finally, after a minor controversy on the court review section of the pending bill, 
the conference report on Senate Bill 5 was agreed to by the Senate and House and was 
approved by the President on June 25, 1938 as Public Law No. 717. 

Except for certain administrative provisions, the effective date of the law, in so 
far as it related to food, was fixed at twelve months from the date of its enactment 
or June 25, 1939. This intermediate period of one year was granted for the purpose 
of permitting industry to analyze the new statute and its effect upon business, as well 
as to permit the Secretary of Agriculture and the Food and Drug Administration to 
take stock, provide, where necessary, new enforcement procedure and to issue rules, 
regulations and standards provided for in the law. 

This article deals with the Food, Drug, and Cosmetic Act and the Wheeler-Lea 
Act only as they relate to food and is an attempt to show the possible effect of some 
of their principal provisions upon the food industry. 


II. DeFIniTIONs AND STANDARDS FOR Foop 


Perhaps of most interest to the food industry is Section 401 of the new food law 
which empowers the Secretary of Agriculture in the interest of consumers, where 
* 52 Star. 111 (1938), 15 U. S.C. A. c. 2 (Supp. 1938). 
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such action in his opinion will promote honesty and fair dealing, to promulgate reg- 
ulations establishing for any food under its common of usual name a reasonable 
definition and standard of identity, a reasonable standard of quality, and reasonable 
standards of fill of container. 

The issuance of standards of identity and standards of quality by the Secretary of 
Agriculture is not new, but the theory that the Secretary may issue such standards 
for all food products* giving to them the force of law, thus making foods not labeled 
in accordance therewith misbranded, is new. Under the old food law, the Secretary 
of Agriculture has issued both standards of identity and standards of quality. The 
standards of identity issued by the Secretary were not authorized in the Federal Food 
and Drug Law of 1906, nor were they enforceable by the Secretary of Agriculture 
with respect to any manufacturer or distributor in so far as the labeling of com- 
modities was concerned. In Service and Regulatory Announcement, Food and Drug 
No. 2, Fifth Revision, November 5, 1936, it was specifically stated by the Secretary 
that the standards of identity contained therein were issued as a guide for the officials 
of the Department of Agriculture in enforcing the Federal Food and Drugs Act and 
it was further stated: “They are so framed as to exclude substances not mentioned 
in the definition, and in each instance they imply that the product is clean and 
sound.” 

In its preface to the same Service and Regulatory Announcement, the Department 
of Agriculture specifically states: “These standards of identity are not to be confused 
with standards of quality or grade.” (Italics added.) An example of a standard of 
identity such as has been issued by the Secretary is the standard for Farina, appearing 
in the above Announcement under the heading “Vegetable Products—A. Grain and 
Flour: 

“12. FARINA. The purified middlings of hard wheat other than durum.” 

The standards of quality heretofore issued by the Secretary have been issued only 
since the adoption in 1930 of the McNary-Mapes Amendment’ and have been limited 
to standards of quality for canned food. 

The McNary-Mapes Amendment added a section to the misbranding provisions 
of the old food law and provided that a food would be deemed misbranded “if it be 
canned food and falls below the standard of quality, condition and/or fill of con- 
tainer, promulgated by the Secretary of Agriculture for such canned food and its 
package or label does not bear a plain and conspicuous statement prescribed by the 
Secretary of Agriculture indicating that such canned food falls below such standard.” 
An example of a standard of quality issued under the McNary-Mapes Amendment 
is the following standard of quality and condition for canned pears: 

“It should be noted that §401 contains a proviso exempting “fresh or dried fruits, fresh or dried 
vegetables or butter” from the promulgation of standards of identity and standards of quality, except that 
standards of identity may be established for “avocadoes, cantaloupes, citrus fruits and melons” which 


relate only to maturity and to the effects of freezing. 
5 46 Stat. 1019 (1930), 21 U. S. C. §10, “Foods,” par. 5. 
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“22. Standard canned pears are the normally flavored and normally colored canned 
food consisting of (1) the normal sized, uniform sized, tender, peeled, mature, unblem- 
ished, unbroken halves of the fruit of the pear tree from which the calyx end and seed cells 
have been removed, with or without removal of the internal stem, and (2) sugar solution 
of sufficient strength, so that the liquid portion of the finished product reads not less than 
14° Brix (read at the proper temperature for the instrument used ).” 

It will be seen that these two types of standard are not necessarily mutually 
exclusive but that, generally speaking, a standard of identity under the old food 
law was a definition of a product under its common name which excluded all other 
types of product therefrom but did not deal with the quality of the product except 
that it had to be “clean and sound” which, of course, was a requirement for the dis- 
tribution of any food product under the old law. In other words, under the regula- 
tions of the Secretary issuing standards of identity under the old food law, a product 
was not “Farina” in the eyes of the Food and Drug Administration unless it con- 
sisted of the purified middlings of hard wheat other than durum; but the Secretary, 
if such a product were clean and sound, had no power with respect to the labeling 
thereof as to quality. 

A standard of quality, on the other hand, under the McNary-Mapes Amendment, 
was one which set forth the condition and quality of the product named, which 
condition and quality were absolutely necessary for distribution of such product in 
interstate commerce unless it was to be labeled “Below U. S. Standard.” 

Under the Federal Food, Drug, and Cosmetic Act of 1938, the Secretary of Agri- 
culture is empowered to issue for all food products both standards of identity and 
standards of quality, but it seems clear from the language of the statute and the 
legislative history thereof that he may issue only one standard of identity and only 
one standard of quality for a given food product. The Secretary of Agriculture is, 
therefore, not empowered under the new law to fix compulsory grades for food 
products as would have been the case if the Tugwell Bill had become law. He is 
only empowered to fix a minimum standard of grade and quality for any given food 
product with which minimum grade any food must conform if it is to be introduced 
in interstate commerce without being labeled “Below U. S. Standard.” 

It is in connection with the labeling requirements of the new law that the new 
power of the Secretary to issue legal standards of identity and standards of quality 
will have the most immediate effect upon the food industry. Section 403 of the new 
statute relates to “Misbranded Food.” Sections 403(g) and 403(i) relate to the 
labeling of products in connection with which standards of identity either have or 
have not been prescribed. 

Under Section 403(g) a food is to be deemed misbranded if it purports to be or 
is represented as a food for which a definition and standard of identity has been 
prescribed unless it conforms to such definition and standard and unless its label 
bears the name of the food specified in the definition and standard and in so far as it 
may be required by such regulations the common names of optional ingredients 
present in such food. 
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Under Section 403{i) a food is to be deemed misbranded if it is a product for 
which a standard of identity has not been prescribed, unless it bears (1) the common 
or usual name of the food, if any there be, and (2) if it is fabricated from two or 
more ingredients, unless its label bears the common or usual name of each such in- 
gredient, except that spices, flavorings and colorings, other than those sold as such, 
may be designated as spices, flavorings and colorings without naming each. This 
section requiring a statement of ingredients in cases of fabricated foods is modified 
by a proviso to the effect that if compliance with it is impracticable or results in 
deception or unfair competition, exemptions shall be established by regulations pro- 
mulgated by the Secretary. 

It will not be difficult for the food industry to conform to the provisions of Section 
403(g), for if a manufacturer or distributor of a food product for which a standard 
of identity has been promulgated knows what the law requires such food product to 
consist of, he can, if a manufacturer, see that his product complies therewith, or, if a 
distributor, secure a guaranty from the manufacturer to the effect that the product 
complies therewith. 

On the other hand, compliance with the provisions of Section 403(i) may result 
in great difficulty for the food industry. Under the old food law, an article of food 
which did not contain any added poisonous or deleterious ingredients was not to be 
deemed adulterated or misbranded if it was a mixture or compound sold under its 
own distinctive name if the name was accompanied on the same label or brand with 
a statement of the place where the article had been manufactured or produced. Sec- 
tion 403(i) of the present law takes the place of this section in the old statute, so that 
many fabricated foods which were, practically speaking, exempt from the old food 
law because sold under their own “distinctive names” will now be required to 
bear the common or usual name of each ingredient on their labels unless they are to 
be deemed misbranded. 

It is true that Section g02(a) (2) of the new food law authorizes the Secretary of 
Agriculture to designate, prior to June 25, 1939, foods having common or usual 
names and to exempt such foods from the provision of Section 403(i) (2), requiring 
statements of ingredients on labels of fabricated foods, pending promulgation of 
standards of identity therefor. I do not believe that this section will be of much help 
to manufacturers or distributors of fabricated foods sold under their own distinctive 
names. Such products might be said to have common or usual names within the 
meaning of Sections 403(i)(2) and go2(a) (2), but I doubt if the Secretary will feel 
that he can issue standards of identity therefor. It seems probable to me, therefore, 
that manufacturers and distributors of most fabricated foods will have to have state- 
ments of ingredients on labels by June 25, 1939, when Section 403(i) takes effect, 
unless their products fall within the scope of regulations issued by the Secretary under 
the power conferred on him by a proviso to the section to establish exemptions where 
such labeling would be impracticable or would result in deception or unfair competi- 
tion. It would seem, therefore, that if a manufacturer or distributor believes that 
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certain of his food products are not subject to a definition or standard of identity he 
should urge the early promulgation by the Secretary of such regulations so that he 
may determine prior to June 25, 1939, whether or not he can secure exemption for 
such foods from Section 403(i). 

Congress obviously recognized the fact that in some cases the requirement as to 
the naming of ingredients would be unfair, but unless a manufacturer or distributor 
of food products may know within a reasonable time whether or not his fabricated 
foods are subject either to exemption or to the issuance of a standard of identity it 
may well be that he will be required to state the ingredients thereon by reason of the 
law’s becoming effective before the scope of the exemption is defined.® 

When a statement of ingredients will be deemed “impracticable” or such as to 
result “in deception or unfair competition” is a matter of guesswork.’ Assuming 
that either of these conditions exists with respect to a specified food product, I believe 
that the exemptions granted by the Secretary under regulation may very well consist 
of a blanket exemption from the naming of ingredients on labels if a manufacturer 
of a fabricated food product sold under its own “distinctive name” is willing to file a 
list of his ingredients with the Secretary. Such procedure would adequately safe- 
guard the public and the consumer and would not force manufacturers to reveal to 
their competitors a statement of the ingredients in their product which, as Congress 
recognized, might result in unfair competition. 

Under Chapter 7 of the new statute relating to general .administrative provisions, 
the Secretary is required to hold public hearings prior to the issuance of regulations 
issued under certain sections of the statute. All other regulations to be issued by the 
Secretary may be issued without public hearing. Thus, the Secretary may not issue 
a definition or standard of identity for any food product without public hearing, so 
that manufacturers and distributors of food products should follow closely notices of 
the Department with respect to hearings on such standards. On the other hand, 
regulations under Section 403(i), exempting from disclosure of ingredients those 

®The time problem is especially acute for but approximately six months remain before the effective 
date of the statute and manufacturers and distributors of food products as a general rule purchase their 
label requirements about twelve to eighteen months in advance. Most manufacturers and wholesalers have 
been advised to buy labels in small lots until regulations have been issued but such advice will not save 
the situation if regulations with regard to exemption from §403(i) are not forthcoming. 

“It is most difficult to state types of food which would require the protection of exemption from 
§403(i). The “impracticable” basis for exemption might apply to packages of assorted fabricated food 
products in which case a statement of ingredients of all the products contained in the assortment could not 
possibly be placed upon the package thereof. The “deception or unfair competition” basis for exemption 
is, in my opinion, to be applied to so-called proprietary products. This view is borne out by the following 


quotation from the Conference Report on S. 5 in the “Statement of the Managers on the Part of. the 
House”: 

“Label disclosure of ingredients of food—The House amendment and the bill as agreed to in con- 
ference require the labels of all food products, for which no definition and standard of identity have been 
prescribed and which are made from two or more ingredients, to bear the names of each ingredient, except 
spices, flavorings, and colorings, unless exempted by regulations on the ground that compliance is im- 
practicable or results in deception or unfair competition. The conference agreement omits a provision of 
the House amendment which exempted also proprietary products, when label disclosures would give com- 
petitors information they could not otherwise obtain, on condition that the composition had been disclosed 
to the Secretary.” H. R. Rep. No. 2716, 75th Cong., 3d Sess. (1938) 23. 
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fabricated foods where revealing such ingredients is either “impracticable” or might 
result “in deception or unfair competition,” may be issued by the Secretary without 
public hearing and may be immediately effective. However, I believe that the policy 
of the Department of Agriculture will be, wherever possible, to discuss proposed 
regulations with the industry and to give the industry a proper opportunity to 
express its views with respect thereto.® 

Section 403(h) of the new law relates to the labeling of food products for which 
standards of quality or standards of fill of container have been prescribed by regula- 
tions issued by the Secretary. Under this section, if a food purports to be or is repre- 
sented as a food for which a standard of quality has been prescribed by the Secretary, 
it will be deemed misbranded if its quality falls below the standard unless its label 
bears in such manner and form as the regulations specify a statement that it falls 
below the standard. Food will likewise be deemed misbranded if one for which a 
standard of fill of container has been prescribed and if it falls below such standard 
without the label bearing a statement to that effect. It should be noted that the Act 
does not require the promulgation of standards of quality by the Secretary within 
any given period of time. The task of issuing standards of quality for all food 


®On Wednesday, December 28, 1938, subsequent to the completion of this article, the Secretary of 
Agriculture issued regulations for the enforcement of the Federal Food, Drug, and Cosmetic Act. The 
regulation with relation to exemption from the requirement of stating ingredients upon the labels of 
fabricated foods reads as follows: 

“(e) (1) A food shall be exempt from the requirements of clause (2) of section 403(i) of the Act if 
all words, statements, and other information required by or under authority of the Act to appear on the 
label of such food, cannot, because of insufficient label space, be so placed on the label as to comply with 
the requirements of section 403(f) of the Act and regulations promulgated thereunder. But such exemp- 
tion shall be on the condition that, if the omission from the label of the statement of the quantity of the 
contents affords sufficient space to state legibly thereon all the information required by such clause (2), 
such statement of the quantity of the contents shall be omitted as authorized by regulation (m)(2) 
under section 403(e) of the Act, and the information required by such clause (2) shall be so stated as 
prominently as practicable even though the statement is not of such conspicuousness as to render it likely 
to be read by the ordinary individual under customary conditions of purchase. 

“(2) In the case of an assortment of different items of food, when variations in the items which make 
up different packages packed from such assortment normally occur in good packing practice, and when such 
variations result in variations in the ingredients in different packages, such food shall be exempt from 
compliance with the requirements of clause (2) of section 403(i) of the Act with respect to any ingredient 
which is not common to all packages. But such exemption shall be on the condition that the label shall 
bear, in conjunction with the names of such ingredients as are common to all packages, a statement in 
terms which are as informative as practicable and which are not misleading, indicating that other in- 
gredients may be present.” 

It is obvious from a study of the above quoted exemption contained in the regulations of the Secretary 
that only one of the bases for exemption has so far been considered by the Department of Agriculture; 
that is an exemption based on the impracticability of stating ingredients upon the labels of such food 
products. Both of the exemptions are based upon the lack of space on the label for the statement of 
ingredients. In footnote 7, supra, I pointed out that this might well be the “impracticable” basis for 
exemption fixed upon by the Secretary, but no basis for exemption is contained in the regulations on the 
theory that to reveal the ingredients of any food product would result in “deception or unfair competition.” 
I, therefore, feel that the advice contained in the body of this article, that manufacturers and distributors 
should urge the early promulgation by the Secretary of regulations exempting such food products from a 
statement of ingredients because of unfair competition, is, if anything, more pertinent today than it was 
when this article was written. One of the bases for exemption has not been covered in the Secretary's 
regulations and in fairness to industry it should be so covered as soon as possible, so that on June 25, 
1939, manufacturers and distributors of fabricated food may know that their products are correctly labeled 
and whether or not such products are required to bear a statement of ingredients under §403(i)(2). 
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products is obviously tremendous and the food industry should bear in mind that 
standards of quality do not affect it until actually promulgated by the Secretary and 
that such standards cannot be issued without the specific procedure prescribed by 
Section 701(e) of Chapter 7 of the statute. Thus, no standard of quality may be 
issued without public hearing and the opportunity being given members of the 
industry to express their views with respect thereto. 

It also should be remembered that under the statute as finally enacted it is 
specifically provided that if any “actual controversy” exists as to the validity of any 
order (which would include an order setting forth a standard of quality) issued by 
the Secretary, any person who will be adversely affected by such order may at any 
time prior to its effective date, i.e., ninety days after its issuance, file a petition with 
the Circuit Court of Appeals for the circuit in which he resides or his principal place 
of business exists, for a judicial review of the order. 

The Circuit Court of Appeals is empowered to modify or affirm or set aside in 
whole or in part an order of the Secretary. It is, however, provided that “the findings 
of the Secretary as to the facts, if supported by substantial evidence, shall be con- 
clusive.” It is interesting to note in this connection that in sections providing for 
review by the Circuit Courts of orders of the Federal Trade Commission and the 
National Labor Relations Board the respective statutes provide that findings of fact if 
supported “by evidence” shall be conclusive, the word “substantial” not appearing in 
such laws. The courts in construing the Federal Trade-Commission Act and the 
National Labor Relations Act have been inclined to read into such statutes the word 
“substantial,” and it would appear here as if Congress in using the word “substan- 
tial” in the court review sections of the new food law had forestalled the courts in 
so doing.® 

Another interesting point is that Section 701(f) (6) of the new food law provides: 

“The remedies provided for in this subsection shall be in addition to and not in 
substitution for any other remedies provided by law.” 


This section is of especial interest in connection with the issuance of standards of 
quality when one remembers that under the McNary-Mapes Amendment of the old 
food law, the courts restricted the powers of the Secretary to issue standards of quality 
by considering the reasonableness of the standards issued. 

In 1931, the Department of Agriculture issued regulations concerning canned 
peas. Revised regulations were issued in May of 1932 to the effect that it was the 
opinion of the Department that canned soaked dry peas belonged to the class called 


°In connection with the conclusiveness of findings of fact and the requirement of public hearings, the 
following cases should be of interest to a student of the new food law: Federal Trade Comm’n v. Curtis 
Publishing Co., 260 U. S. 568 (1923); Federal Trade Comm'n v. Pacific States Paper Trade Ass’n, 273 
U. S. 52 (1927); Federal Trade Comm'n v. Algoma Lumber Co., 291 U. S. 67 (1934); Florida v. U. S., 
292 U.S. 1 (1934); St. Joseph’s Stock Yards Co. v. U. S., 298 U. S. 38 (1936); Morgan v. U. S., 298 U. S. 
468 (1936); Washington etc. Coach Co. v. Nat. Labor Relations Bd., 301 U. S. 142 (1937); Federal Trade 
Comm'n v. Standard Education Society, 302 U. S. 112 (1937); Morgan v. United States, 304 U. S. 1 
(1938); Nat. Labor Relations Bd. v. Mackay Radio & Tel. Co., 304 U. S. 333 (1938); Consolidated Edison 
Co. v. Nat. Labor Relations Bd., 59 Sup. Ct. 206 (1938). 
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“canned peas” and that, being mature, they were substandard and would have to bear 
the substandard legend if they were to be introduced in interstate commerce with- 
out being deemed misbranded. The regulations provided that the following state- 
ment, “Below U. S. Standard, low quality, but not illegal, soaked dry peas,” must be 
placed upon the label of all such products. 

This ruling very seriously affected the Morgans, who were engaged in the canning 
business in Indiana and who had developed a tremendous business in the sale of 
peas matured upon the vine, soaked in water so as to render them tender and 
palatable, and sold in cans upon which was inscribed in plain language the 
fact that the product therein was prepared from dry peas. The Morgans went 
into equity and brought an action against Val Nolan, United States Attorney 
for the Southern District of Indiana, seeking in the bill of complaint to enjoin him 
from the enforcing of the Department of Agriculture’s regulations against the Mor- 
gans and their product prepared from dry mature peas. The Morgans contended 
that the regulations were invalid because they were unreasonable, arbitrary, and un- 
authorized under the provisions of the McNary-Mapes Amendment, and also con- 
~ tended that the Food and Drugs Act as amended by the McNary-Mapes Amendment 
violated the Fifth Amendment of the Constitution of the United States, in that it 
took plaintiffs’ property without due process and without just compensation. They 
further contended thatthe law as amended violated the Sixth Amendment of the 
Constitution, in that no standard of guilt or of liability to seizure was set up in the 
statute ascertainable from the statute itself, but that guilt or liability to seizure was 
made dependent upon “reasonable” standards which might be established by the 
Secretary of Agriculture. 

The court stated?® that if the provisions in question could be found unreasonable 
and inconsistent with the Act itself, it would not be necessary for the court to con- 
sider the constitutionality of the McNary-Mapes Amendment. The court then found 
that the Department of Agriculture could not claim that mature dry peas, as proc- 
essed by the Morgans, did not constitute a wholesome and a pure food. It stressed 
the purpose of the statute to protect the consumer and to inform purchasers of what 
they were buying. It found that the purchaser could not be misled when the label, 
as that of the Morgans, contained the plain statement that the contents were prepared 
from dry peas. 

The court further found that the use of the legend required by the regulations 
would do irreparable injury to the Morgans for which there was no adequate remedy 
at law, and it, therefore, ordered that an injunction be issued enjoining the United 
States Attorney from enforcing the regulations. 

This case was appealed to the Circuit Court of Appeals for the Seventh Circuit 
which affirmed the order of the District Court and also found no reason to consider 
the constitutionality of the McNary-Mapes Amendment." 


Morgan v. Nolan, 3 F. Supp. 143 (S. D. Ind. 1933). 
“Nolan v. Morgan, 69 F. (2d) 471 (C. C. A. 7th, 1934). 
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No later cases contesting the constitutionality of the McNary-Mapes Amendment 
have been decided by the courts and it is apparently the opinion of the solicitors of 
the Department of Agriculture that there is no question as to the constitutionality of 
such a delegation of power. Congress has, therefore, approved the extension of the 
powers of the Secretary to the point where under the new statute he may prescribe 
standards of quality for all food products.1? It would seem that under the new 
statute, and particularly the court review sections thereof, the members of the food 
industry will have the opportunity to protect themselves, as did the Morgans under 
the old food law, if the standards of quality promulgated by the Secretary under the 
new law are unreasonable and arbitrary. 


III. Lasetinc anp ADVERTISING 


The passage of the new Federal Food, Drug, and Cosmetic Act shortly after the 
passage of the Wheeler-Lea Act, amending the Federal Trade Commission Act, in 
March of 1938 changes considerably the problems of the food industry with regard 
to the labeling and advertising of food products. 

Under the old Food and Drugs Act of 1906, Section 8 provided that a food would 
be deemed misbranded: 

“Fourth. If the package containing it or its label shall bear any statement, design, or 


device regarding the ingredients or the substances contained therein, which statement, 
design, or device shall be false or misleading in any particular.” (Italics added.) 


The entire emphasis of the old Food and Drugs Act was upon the protection of the 
consumer. On the other hand, the original Federal Trade Commission Act, when 
adopted in 1914, was a sort of third arm of the anti-trust laws and the entire purpose 
of the original Federal Trade Commission Act was the same as the purpose of the 
anti-trust laws, to protect competitors in business—there was no thought of the 
consumer at all. 

Under the old Food and Drugs Act of 1906, the powers of the Food and Drug 
Administration were limited to statements false “in any particular” on labels of 
foods and drugs. The term “label” was defined so as to include any printed matter 
accompanying the food or drug product when delivered to the consumer.’* In other 
words, the powers of the Food and Drug Administration did not extend to adver- 
tising media other than labels on packages or circulars which were included in the 
package when sold. It is obvious, however, that there was a definite control over a 
certain type of advertising, which may be called “point of sale” advertising, in the old 
Food and Drugs Act, although the scope of such control was strictly limited. 

Under the original Federal Trade Commission Act, there was nothing in that 
statute which gave to the Federal Trade Commission, in specific language, any con- 
trol over false advertising, but it was soon determined that false advertising came 
within the fundamental intent of the statute as expressed in Section 5 as follows: 


% With the few exceptions noted, supra note 4. 
%U, S. Dep’r Acr., REGULATIONS FOR THE ENFORCEMENT OF THE FEDERAL Foop anp Drucs AcT 


(roth Rev. 1930) Reg. 14(a). 
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“The Commission is hereby empowered and directed to prevent persons, partnerships 
or corporations . . . from using unfair methods of competition in commerce.” 


False advertisements were considered “unfair methods of competition” and so were 
brought within the meaning and the scope of the original Federal Trade Commission 
Act. 

So from 1914 to 1938 the advertising and labeling of foods and drugs were con- 
trolled by two statutes which were not integrated at all from the administrative point 
of view. It was partially with the idea of increasing the efficiency of control over 
advertising that plans were laid for amending both the Food and Drugs Act of 1906 
and the Federal Trade Commission Act of 1914. 

It is well known that there was considerable difficulty during the legislative 
history of the new food law in determining which administrative body should 
have control over the advertising of foods, drugs, cosmetics and devices. The con- 
troversy was resolved by Congress which lifted out of the then pending Federal 
Food, Drug, and Cosmetic Bill those provisions relating to the false advertising of 
such products and put them into one of the pending bills amending the Federal 
Trade Commission Act. 

The result is that the Federal Trade Commission now is given specific control 
over the advertising of these products and, in addition, by reason of the outlawing of 
“unfair or deceptive acts or practices in commerce,” has the power to take the 
consumer approach to advertising. The Food and Drug Administration controls 
the same advertising media that were controlled by it under the old Food and Drugs 
Act, but is now empowered to prevent manufacturers and distributors of food 
products from failing to state things on labels and in circulars necessary for the 
protection of the consumer. 

Section 403(a) of the new Act provides that a food shall be deemed to be 
misbranded. 

“(a) If its labeling is false or misleading in any particular.” 


Sections 201(m) and 201(n) of the new Act read as follows: 


“(m) The term ‘labeling’ means all labels and other written, printed, or graphic matter 
(1) upon any article or any of its containers or wrappers, or (2) accompanying such article. 

“(n) If an article is alleged to be misbranded because the labeling is misleading, then 
in determining whether the labeling is misleading there shall be taken into account (among 
other things) not only representations made or suggested by statement, word, design, de- 
vice, or any combination thereof, but also the extent to which the labeling fails to reveal 
facts material in the light of such representations or material with respect to consequences 
which may result from the use of the article to which the labeling relates under the condi- 
tions of use prescribed in the labeling thereof or under such conditions of use as are 
customary or usual.” 


Section 15 of the Wheeler-Lea Act reads as follows: 


“Sec. 15. For the purposes of sections 12, 13, and 14— 
“(a) The term ‘false advertisement’ means an advertisement, other than labeling, 
which is misleading in a material respect; and in determining whether any advertisement 
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is misleading, there shall be taken into account (among other things) not only representa- 
tions made or suggested by statement, word, design, device, sound, or any combination 
thereof, but also the extent to which the advertisement fails to reveal facts material in the 
light of such representations or material with respect to consequences which may result 
from the use of the commodity to which the advertisement relates under the conditions 
prescribed in said advertisement, or under such conditions as are customary or usual. No 
advertisement of a drug shall be deemed to be false if it is disseminated only to members 
of the medical profession, contains no false representation of a material fact, and includes, 
or is accompanied in each instance by truthful disclosure of, the formula showing quanti- 
tatively each ingredient of such drug.” 


It will be seen that the language of the comparable sections of the two statutes is 
almost identical. 

We now have two federal statutes relating to misrepresentation of food; the new 
Food, Drug, and Cosmetic Act giving the Food and Drug Administration very 
stringent, very broad powers over representations on labels and in circulars sold 
with the product; the Federal Trade Commission Act, as amended, giving the Fed- 
eral Trade Commission similar powers over all other types of advertising used in 
connection with food products. 

Two problems of intense interest to the food industry are raised by these facts: 

1. It should be noted that the Food and Drug Administration’s power over mis- 
representation of food, limited in scope as it is, is nevertheless more stringent than 
is that of the Federal Trade Commission. Section 403(a) of the new food law retains 
the language of the old food law and provides that a food shall be deemed mis- 
branded if its labeling is false or misleading in any particular (italics added). Section 
15 of the Federal Trade Commission Act defines the term “false advertisement” as 
one which is misleading “in a material respect” (italics added). 

2. Both enforcement bodies are charged with the determination as a question of 
fact of “the extent to which the labeling (advertisement) fails to reveal facts mate- 
rial in the light of such representations or material with respect to consequences which 
may result from the use of the article (commodity) to which the labeling (advertise- 
ment) relates under the conditions prescribed.” 

It seems obvious that the position of the industry with respect to its labeling and 
advertising will be most difficult if there is not some coordination between the two 
administrative bodies. For instance, a statement in advertising might be held not to 
be misleading in a material respect by the Federal Trade Commission where the same 
statement on a label or in a circular sold with the merchandise might well be held 
to be misleading in some way by the Food and Drug Administration and therefore 
to be deemed a misbranding under the phrase “misleading in any particular.” Sec- 
ond, that which the Food and Drug Administration held not to be a vital failure to 
reveal facts material to the use of a product might, in an advertisement, be held under 
the Wheeler-Lea Act to be a vital failure to reveal such facts and therefore false 
advertising and an unfair and deceptive act or practice under the Federal Trade 
Commission Act, as amended. Unless the food industry can be assured in some way 
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that there will be some similarity of approach to these problems, the job of the man 
in any business charged with preparation of labels and control of advertising will be 
such as to require the wisdom of a sage. 

Here, it is well, I believe, to mention that the new food law, Section 403(j), 
provides that a food shall be deemed to be misbranded if it purports to be or is 
represented for special dietary uses unless its label bears such information concerning 
its vitamin, mineral and other dietary properties as the Secretary determines to be 
and by regulation prescribes as necessary in order fully to inform purchasers as to its 
value for such uses. 

Let us assume a case where a manufacturer or distributor of a dietary food com- 
plies with the regulations of the Secretary of Agriculture as to matters necessary in 
order fully to inform purchasers as to its value for dietary use. Such a manufacturer, 
under the definition of the term “false advertising” in the Wheeler-Lea Act, might 
be held by the Federal Trade Commission, using precisely the same material in his 
advertising as was required by the Food and Drug Administration, to have failed to 
reveal facts material under the conditions of use prescribed in the advertisement. In- 
dustry should, without question, make every attempt to urge the Food and Drug 
Administration and the Federal Trade Commission to coordinate their views with 
regard to the advertising and labeling of food products. 

On November 29, 1938, W. T. Kelley, Chief Counsel for the Federal Trade Com- 
mission, addressed the Associated Grocery Manufacturers of Amercia at The 
Waldorf Astoria Hotel in New York. In that address he facetiously said: 

“Further, food isn’t just food any more. You know, it used to be that food was just 
something to satisfy hunger, to keep you from getting too hungry before the next meal 
time rolled around. But today, with the doctors finding such close connection between diet 
and health, both in preventing ailments as well as correcting them, and with the food 
manufacturers making such therapeutic claims for their products, it is difficult for one to 
determine, when he dines, whether he is taking a dose of food or eating a remedy.” 
(Italics added.) 


It seems to me that this comment, no matter how facetiously intended, expresses a 
very real problem for the food industry under these statutes. 


IV. Emercency Permit Controi 


In 1933 when the original Tugwell Bill was introduced, it contained a drastic 
provision to the effect that the Secretary of Agriculture might issue regulations con- 
trolling the manufacture and packing of all food products when the conditions sur- 
rounding manufacture might result in such products being injurious to health, and 
their injurious nature could not be adequately determined after the products had 
entered interstate commerce. The Secretary was authorized to require manufacturers 
and packers to obtain a permit to operate their plants and to comply with the condi- 
tions contained in such permit. If the Secretary decided to revoke or suspend such 
permit, the manufacturer in question lost his right to ship the food product packed 
by him in interstate commerce. Among other grounds for suspension of a permit 
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was the refusal to permit the inspection of the factory. This plan for control of the 
manufacture and packing of food products was analogous to that contained in 
Senator O’Mahoney’s pending Federal Corporation Licensing Bill which would 
require a license to do business in interstate commerce, the revocation of which would 
suspend the right of the licensee to do an interstate business. 

The permit control feature of the Tugwell Bill was violently attacked and in 
subsequent bills during the five-year period of incubation of the new food law its 
terms were considerably modified. 

In the measure as enacted, the Secretary’s powers are limited by the requirement 
that he find the class of food governed by permit may become injurious to health “by 
reason of contamination with micro-organisms during the manufacture, processing 
or packing thereof,” as well as, by the requirement that he find the injurious nature 
of the food cannot be adequately determined after such article has entered into 
interstate commerce. Furthermore, it will be noted that the emergency permit control 
is for a “temporary period of time” and that such control may be imposed upon the 
class of food in question “in any locality.” It does not appear probable, therefore, 
that the Emergency Permit Control section of the new statute will permit of any 
broad application of the section to all manufacturing and processing of food products. 

After the issuance of emergency regulations under this section, no person can 
introduce into interstate commerce any food product produced or handled in such 
locality unless the manufacturer, processor or packer producing such products in such 
locality holds a permit issued by the Secretary. The Secretary is authorized to sus- 
pend any permit if he finds that the conditions thereof have been violated, and any 
officer or employee designated by the Secretary is given access to any establishment, 
the owner of which holds a permit, for the purpose of ascertaining whether or not 
the conditions of the permit are being complied with. Failure to allow such inspec- 
tion is a basis for revocation of the permit. 

It will be seen that this emergency permit control of places of manufacture of 
food products is much narrower and less drastic than was the original provision in 
the Tugwell Bill, although the amount of power delegated to the Secretary of Agri- 
culture herein is in fact as broad as any power delegated to the Secretary under the 
statute and can become the power, in certain instances, to license interstate food 
business. 

In connection with emergency permit control, it should be remembered that 
Section 704 of the statute provides that, for purposes of enforcing the law, officers or 
employees duly designated by the Secretary “after first making request and obtaining 
permission of the owner” are authorized to enter “at reasonable times” any factory, 
warehouse, establishment or vehicle in which foods are manufactured, processed, 
packed or held and to inspect at such times such factory, warehouse, establishment, 
vehicle, all pertinent equipment, finished and unfinished materials, containers and 
labeling. Curiously enough, while Section 704 provides that the Secretary, before 
entering a factory for the purpose of inspecting the same, must secure the permission 
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of the owner thereof, Section 301(f) of the statute relating to penalties makes it a 
crime to refuse such permission. 

I believe that the inspection of factories under powers granted in Section 704 will 
provide information upon the basis of which permits will be required under the 
Emergency Permit Control section of the law. 


V. Errective Date aNnp REPEALS 


It should be borne in mind that Section goz of the Act specifically provides that 
the Food, Drug, and Cosmetic Act of 1938 takes effect twelve months after the 
date of its enactment and that the Federal Food and Drugs Act of 1906, as amended, 
remains in force until such date but is “repealed effective upon such date.” On June 
25, 1939, therefore, the old food law automatically dies and with it die all of the 
regulations thereunder. On the same day the new law rises, so to speak, from the 
ashes of the old and it is up to the Secretary of Agriculture, under Section 7o1 relat- 
ing to regulations and public hearings, which became effective on June 25, 1938, so 
to clothe the new statute with regulations as to make it possible for the food industry 
to continue in business without any hitches or difficulties on the day that the 
transition from the old law to the new law takes place. It, therefore, behooves all 
members of the food industry in all branches of the industry to study the provisions 
of this new law and to cooperate as much as possible with the Department of Agri- 
culture in the evolution of new regulations under the new statute. 











CONSUMERS APPRAISE THE FOOD, DRUG, 
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“A long step forward,” “an improvement over the 1906 law,” “imperfect but 
perfectable,” “a great advance in the definition of adulterated and misbranded foods 
and drugs,” “inclusion of cosmetics, no matter how weakly, a great triumph,” are 
some of the phrases heard in appraisal of the Food, Drug and Cosmetic Act of 1938, 
and are expressive of the attitude of the national women’s organizations’ that have 
been most closely identified with support of this type of legislation. 

Because of the nature of the opposition to the bill, building up public support for 
sound legislation in the field became primarily the responsibility of these organiza- 
tions. Only two national organizations were prepared to take action on the original 
bill, the American Home Economics Association and the National Congress of 
Parents and Teachers. Interest among women grew rapidly until the sixteen national 
organizations named were finally working for sound legislation. 

These organizations, through their Washington representatives, were effective in 
the initial stages of drafting each bill. They gradually spread understanding of and 
support for the bill in the Congress by quiet, steady lobbying. They were represented 
at each hearing. They helped maintain the interest of the Administration in the 
legislation. Probably of greater significance was the educational work done among 
members of the organizations throughout the United States. There was never any 
doubt of the desire of their members for the protection and information sought by 
the legislation, but the extremely technical nature of the measure tended to thwart 
effective expression. The study groups, public meetings, tours of inspection, projects, 
and other educational devices used were legion. Large numbers of women learned 
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medium of the Women’s Joint Congressional Committee were: American Ass’n of University Women, 
Women’s National Homeopathic Medical Fraternity, National Council of Jewish Women, National Con- 
sumers League, National Congress of Parents & Teachers, National Board of the Y. W. C. A., Girls 
Friendly Society of U. S. of America, Council of Women for Home Missions, American Nurses Asso- 
ciation, American Medical Women’s Association, American Home Economics Association, American 
Dietetic Association, National Women’s Trade Union League, National League of Women Voters. 

The General Federation of Women’s Clubs and the Women’s Christian Temperance Union also were 
on record in support of this type of legislation. 
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through their own investigations in their own communities of specific examples of 
the great need for the legislation. They gradually became so familiar with the 


technical details of the bill that such phrases as “multiple seizures,” “jurisdictional 
amendment, ons 


99 6 


variation clause,” “judicial review” rolled easily and convincingly from 
their tongues and pens. During the last two years none of these organizations sup- 
ported any bill in its entirety, but persistently worked for strengthening amendments 
and agreed that the bill as passed was worth the effort it had cost. 

The history of the legislation as reported in other articles in this publication indi- 
cates the numerous compromises that were made. Whenever the substantive pro- 
visions of the bill seemed to be approaching the ideals set by consumers, the attack 
would shift to the enforcement or procedural portions of the bill, and amendments 
would be made which would have nullified the effectiveness of the substantive 
provisions. Supporters of the legislation were constantly having to balance gains 
against losses and attempt to judge whether the result was a net gain or a net loss. 
The bill as finally passed did, in the opinion of the groups that had worked together 
in support of the legislation, represent a much greater improvement in the protection 
of consumer interests than had been thought possible during the two years prior to 
its final enactment. 

Groups representing the consumer or public interest in this legislation were con- 
cerned (1) that it require that adequate information about these products be made 
available to the purchaser, in order that intelligent choices might be made, and 
(2) that certain products injurious to the health or purse of the consumer be denied 
the market place. Because no law is better than its administration these groups also 
worked for sound administrative procedures and enforcement machinery. 


CoNnsuMER INFORMATION 

“Informative labeling” was a rallying cry for consumers. To the consumer in- 
formative labeling meant much more than that the label simply be not false. It 
meant disclosure of ingredients on the label of foods, drugs, devices and cosmetics 
and the amount of each ingredient; it meant adequate directions for use; it meant 
warnings against possible misuse of the product. The new act goes a long way 
toward this objective. 

Adequate directions for use, warnings against misuse and of possible deterioration 
are required by the new law on drug labels. Also label declaration of drugs likely 
to be habit forming is provided. In the use of drugs it is essential that the individual 
know what the product is. If it is a drug for which no standard has been established, 
a proprietary product, the ingredients and the amount of each should be disclosed. 
However, under the new law, while active ingredients of non-standard drugs must 
be listed, no special order is required and the quantities need be stated only in the 
case of certain specified drugs which may be habit forming or otherwise dangerous. 
If it is an official drug for which a formula has been established and accepted it is 
important to know whether the drug in question meets the standard. If it varies 
from the standard in strength, quality or purity, it is important to know just how it 
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varies. The so-called drug variation clause in the new act was one of the major 
points of controversy and one on which the consumer groups refused to yield. The 
new law permits variation from the accepted standard but requires that the label 
of the drug indicate exactly how it differs. This will give needed information to 
the layman in the use of household remedies, to physicians and pharmacists in the 
filling and use of prescriptions. 

One of the labeling provisions requested by consumers, but not included in the 
law, was the listing of ingredients of cosmetics. This request on the part of the users 
of cosmetics was not prompted by a desire to learn the secrets of the manufacturers 
but to enable them to have a basis for judging the intrinsic value of the product and 
to avoid those products containing ingredients to which they might have allergic 
reactions. For example, a woman known to the writers of this article, is violently 
allergic to flax seed, an ingredient common in wave-set lotions. Neither the customer 
nor the operator could know whether the lotion used in the beauty shop contained 
this injurious ingredient and so she suffered several extremely painful experiences. 
In order to avoid these attacks, she now carries with her a flax-seed-less preparation. 

The role of the twentieth-century housewife is quite different from the one of a 
hundred years ago who produced or knew the source of production of the goods 
necessary to maintain her household. Today, due to the ingeniousness of men and 
rapid strides in industry she is becoming less and less a producer and more and more 
a buyer with the world as her market. Despite the fact that now her table often 
looks like an international feast, the standard and quality of foods present themselves 
as a grave problem. As a rule her facility for acquiring information is limited; she 
has no laboratory at her disposal and is not a chemist; she cannot see through tin 
cans or card board packages. Therefore, in certain fields, she wants government to 
make certain decisions for her and to let her know what these decisions are. For 
this reason representatives of women’s organizations sought to have written into 
law provisions for quality labeling of foods. Instead the law only provides for the 
establishment of a standard of identity and a single standard of quality, but even 
this will give a great deal more assistance to the buyer than was available prior to 
passage of the act and is a step toward the establishment of quality labeling. The 
Food and Drug Administration through a Food Standards Committee has already 
started on the long road toward establishing these minimum standards. One has 
only to think of the wide variety of products affected and the number of factors 
regarding each product which must be considered in arriving at a standard to realize 
the magnitude of the task. ; 

In the case of those foods for which standards will not be established, and which 
are composed of more than one ingredient, the law requires that the principal in- 
gredients be listed on the label, but the amount of each need not be indicated. Here 
a first step has been taken toward giving to consumers the information to which 
they are entitled. 

The housewife also wants to be assured that products which are artificially 
colored are safe for use. The new law provides for government certification of coal- 
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tar colors used in foods, drugs, and cosmetics with the exception of those used in 
hair-dyes. At the Food and Drug Administration, the new cosmetic division is 
undertaking as one of its first tasks the analysis of these coal-tar colors, a small part 
of the act but a tremendous undertaking. For instance, approximately fourteen 
hundred different shades are used in cosmetics, alone. Some go to 100 separate colors 
are claimed by the industry to be essential. These colors must be tested to see if they 
are harmful if applied to the skin; if they should inadvertently get into one’s eyes; 
if they are taken internally; if they are used over a long period of time. 

It is to be regretted that hair-dyes are exempted from the regulations applying to 
other cosmetics in which coal-tar products are used. The application of a dye to hair 
with its varying reactions on different types of skin, is at best a gamble, but has 
been somewhat safeguarded under the new act by the label requirement. Each hair- 
dye containing a coal-tar color must bear a warning against use of the product on 
eye-lashes or brows, and against any use without a preliminary skin test to determine 
the possible reaction on the individual. The effectiveness of this label requirement will 
depend entirely upon the fidelity with which the instructions are followed by the 
individual or beauty shop operator using the product. This exemption of hair-dyes 
containing poisonous coal-tar colors was evidently a compromise necessary to prevent 
serious weakening of the whole cosmetic section of the bill. 


Prouisitions AGAINST ADULTERATION AND DECEPTION 


A large portion of the Food, Drug, and Cosmetic Act might be termed negative 
in that it prohibits certain acts but these prohibitions are certainly positive in their 
protection of the public interest. The buying public wants protection to its pocket- 
book as well as to health. It therefore welcomes those protections which come from 
outright prohibitions against certain practices which result in unclean or con- 
taminated products or deception of the consumer through use of tricky containers 
and special treatment of products to make them seem better than they are. Prohibi- 
tion of products dangerous to health seems a minimum safeguard to be offered by 
government. 

Casual reading of the periodic announcements of judgments rendered by the 
courts at the instigation of the Food and Drug Administration shows vividly the 
need for such prohibitions. Unceasing watchfulness on the part of the Food and 
Drug Administration has helped protect the public from moldly butter, maggotty 
fruit, putrid fish, unclean foods and to protect ethical business from unfair competi- 
tion. The new law has materially strengthened the hand of the Food and Drug 
Administration in giving the public protection in this field. Two notable additions 
are the power granted to control added poisons in foods by regulation and the 
emergency permit control of food that may be injurious because of contamination 
with micro-organisms. The development of the fruit growing industry has necessi- 
tated the widespread use of lead-arsenate sprays to insure a marketable product; some 
of this poisonous spray remains on the fruit. Even good manufacturing practices 
cannot prevent some incidental contamination of other food products. In these 
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instances, the new law requires that the public be safeguarded through the require- 
ment that the administration set tolerances which will not be injurious, thus insuring 
minimum protection to the consumer. For the first time, the administration will 
be able to prevent the entrance of products into interstate commerce which may be 
injurious because of contamination with micro-organisms rather than waiting until 
the product is available for sale in interstate commerce and the lives of innumerable 
people endangered. 


Extension TO NEw Fiexps aNp ELIMINATION OF JOKERS 


Like other products cosmetics which were once made in the home are now to 
be found in great array on the counters in shops in even the smallest communities. 
Since the passage of the original food and drug law in 1906 the manufacture and 
sale of cosmetics has become one of the largest business enterprises in the country. 
While the present law does not provide for the listing of ingredients on the label of 
cosmetics it does for the first time bring them under government control and outlaws 
cosmetics which may be injurious to users. The necessity for such regulation has been 
demonstrated by numerous cases where cosmetics have defeated their purpose by 
robbing the users of both beauty and health. This latter provision went into effect 
immediately upon passage of the act and has already resulted in the removal from 
the market of certain eye-lash and brow dyes which were known to be dangerous. 
Members of womens organizations that supported this legislation remember with a 
shudder a member of one of their groups who was blinded from the use of an eye- 
lash dye; also other cases of blindness from similar causes which occurred during 
the time the legislation was pending in Congress. It is comforting to know that at 
least for the moment such products have been removed from the market. 

Extension of the act to cover drugs and devices intended to alter the structure 
or function of the body is another gain for consumers. Formerly products used for 
reducing purposes were not subject to the act and so such products as Marmola or 
preparations containing dinitriphenol could not be reached under the Food and 
Drug Act, no matter how harmful they might be proved to be. 

A year ago the country was aghast over the death of some ninety persons as the 
result of taking a drug known as “Elixir Sulfanilamide.” Due to the prompt action 
by the Food and Drug Administration the supply of this preparation was taken off 
the market. Since the 1906 Act contained no provision against dangerous drugs 
seizure had to be based on a charge of misbranding. Had the product been called a 
solution instead of an elixir the Food and Drug Administration would have been 
powerless to act. Two safeguards against a recurrence of such a tragedy exist in the 
new law. As a direct result of this tragedy the law prohibits traffic in new drugs 
unless they have been adequately tested to show that they are safe for use under 
the conditions of use prescribed in their labeling. Regulations defining the meaning 
of the term “new drugs” have been issued by the Secretary of Agriculture since 
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that part of the law also went into effect immediately upon passage. The adminis- 
tration is also authorized to proceed against drugs and devices deemed to be danger- 
ous to health, and warnings against such drugs as amidopyrine and cinchophen have 
already been issued. 

Elimination of some of the jokers in the 1906 law is one of the most important 
accomplishments of the new one. One of the most serious of these was the so-called 
fraud joker requiring the government to prove that not only did a drug manufac- 
turer lie in his label statements but that he knew he lied. It is not easy to prove 
intent to deceive. Not only has this joker cost the taxpayers thousands of dollars 
while the government spent years in trying to prove its case, but thousands of people 
have suffered economically and physically from the use of worthless or actually 
harmful “cures.” Under the new act the government needs only to prove that the 
claim of curative effect is false. The “distinctive name” proviso of the old law 
allowed foods fabricated from more than one ingredient to escape from the adultera- 
tion and misbranding provisions if they were sold under some fanciful name and 
were not actually poisonous. The housewife trying to get value received for her 
expenditures is glad that such disguise is not possible under the new act. It remains 
to be seen what new jokers will be discovered in the law when the courts have had 
opportunity to act on cases brought before them. 

One of the important objectives of the proponents of this legislation was regula- 
tion of advertising of these products by the same agency having jurisdiction over 
label statements. Passage of the Wheeler-Lea bill giving specific powers to the Fed- 
eral Trade Commission over advertising of food, drug and cosmetic products without 
giving to that agency truly effective enforcement machinery, was a serious disappoint- 
ment. Once persons bought after reading the label, now the more general practice 
is to read the advertisement. The Food and Drug Administration could control 
more or less effectively statements made on the label, but practically anything could 
be said in the advertisement of the same product. Many a person took a proprietary 
medicine because the advertisement he read or listened to over the radio said it would 
cure disease (while the label said nothing, or merely that it would alleviate the 
disease). The manufacturer could not be prosecuted unless the label on the package 
was false and fraudulent or a complaint was filed with the Federal Trade Commission 
charging unfair competition. In the latter case, a long drawn) out and ineffective 
procedure had to be followed under the terms of the organic act establishing the 
Federal Trade Commission. Proponents of the legislation contended vigorously 
from the first that advertising is simply an extension of the label and therefore should 
be subject to essentially the same kind of control by the same agency. The effective- 
ness of the Wheeler-Lea Act in protecting the public from false and misleading 
advertising of food, drug and cosmetic products will depend not only upon vigorous 
action by the Federal Trade Commission, but largely upon the awareness of the 
public and the cooperation of the industries. 
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Tue New Procepurat Provisions 

The possibility of making multiple seizures of adulterated and misbranded prod- 
ucts was the principal reason for the effectiveness of the old law in spite of its many 
weaknesses. Because the new act eliminates many of these weaknesses the use of 
seizure has been restricted. It is thought that the limitation in the law conforms to 
the procedure followed by the Food and Drug Administration in enforcing the 1906 
law, and therefore will not be a serious handicap. Some compromise had to be 
made in order to secure passage. It was the concern of citizen groups that such 
compromise not be one that would counteract the gains achieved in other parts of 
the law. 

The provision for court review of regulations finally included in the law does 
seem to give a somewhat greater advantage to the industries affected than is ordi- 
narily included in laws of this type. It is not however, so stringent in its effect on 
administration as to nullify the act. The court review section in the bill as it passed 
the House, would have so hampered enforcement that the groups concerned with 
the protection of the public were prepared to seek a presidential veto unless a 
satisfactory compromise was worked out in the conference committee. 

Although these and a few other provisions may tend to weaken the enforcement 
machinery, increased penalties for violation, the use of injunction, and the improve- 
ment in the substantive provisions of the act seem to more than counteract any 
possible ill effect from these compromises. 


CoNCcLUSION 


Passage of a bill is not the end of citizen interest in it. It should be the beginning 
of a new responsibility, for to be effective a law needs sound administration and 
active citizen cooperation. The potentialities of the law under consideration here 
will be fully realized only if the consumer and the enforcing agency take full advan- 
tage of it. A great deal of the protection afforded consumers is in the information 
that will be given them in label declarations. If consumers do not read labels 
and fail to make their selection of purchases on the information given there, much 
of the value of the law will be lost. Continuing interest in promulgation of regula- 
tions is also an important responsibility of the consumer. 

The Food and Drug Administration views the law as essentially a measure to 
protect the public and can probably be counted upon to the extent of its capacity 
to interpret the law in those instances requiring amplification by regulation to the 
advantage of the consumer. It has given remarkable service to the public in the 
past in spite of the handicaps of a deficient law and woefully inadequate appropria- 
tions. If Congress fails to increase the appropriations available for enforcement 
commensurate with the increased responsibilities under the act, the consumer will 


be penalized. 

There are weaknesses in the law, unquestionably. How serious these are will only 
be determined after a period of enforcement. With the aroused interest of consumers, 
it should be possible to secure perfecting amendments as need becomes evident. 











REPRESENTATION OF THE CONSUMER INTEREST 
IN THE FEDERAL GOVERNMENT 


Saut NeEtson* 


The Nature of the Consumer Interest 

Reorganization of the executive departments looms as the largest single piece of 
unfinished business confronting the 1939 Congress. Among the more significant 
proposals which have been discussed, is the establishment of a Consumers’ Bureau 
under a Department of Public Welfare. Strong pressure for such action is being 
exerted from many sources. There seems to be general agreement that the interests 
of the consumer are not adequately represented in the process of government, though 
there is wide diversity of opinion as to the most effective method of remedying this 
deficiency. Concepts of.the appropriate functions to be assigned to a Consumers’ 
Bureau vary widely. 

The organization of the executive branch of the federal government reveals a 
distinctly dual pattern. The older departments and agencies were established along 
functional lines. Such departments as State, War, Navy, Treasury, Interior, and 
Justice simply constitute a convenient division of the necessary activities of govern- 
ment. Each of these departments, in the performance of its functions, is supposed 
to represent the citizens of the nation as a whole. 

The complexity of modern life forced a recognition—express or implied—that no 
single group of administrative officials is capable of considering all phases of the 
public interest simultaneously. Accordingly, new departments were established to 
represent the specific interests of major economic groups; Agriculture for the farmer, 
Commerce for the businessman, and Labor for the worker. 

Thus far, the consumer has not been accorded similar recognition. This is not 
at all surprising. It is only very recently that the distinctive nature of the consumer 
interest has come to be clearly understood and that its representatives have become 
articulate. 

Confusion of the consumer interest with the general public interest and easy 
truisms such as “we are all consumers,” constituted basic difficulties. The specific 


* B.S., 1920; College of the City of New York; S.B. (Electrochem. Eng.), 1922, Massachusetts Institute 
of Technology. Senior Economist, Bureau of Labor Statistics, U. S. Department of Labor. In charge of 
preparing an analysis of the function of a State Consumers’ Department for the N. Y. State Constitutional 
Convention Committee, 1937-1938. Author: Minimum Price Legislation Under Codes of Fair Competition 
(1936); co-author: Business Under the New Price Laws (1937); contributor to Harper’s Magazine on 
economic subjects. 
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nature of the farmer interest, the labor interest, and the business interest is im- 
mediately apparent. Each constitutes a vertical division of the national economy; 
each comprises a numerous group of distinct individuals. The consumer interest, on 
the other hand, constitutes a horizontal division cutting across the entire population. 
It comprises a specific function—the buying function—rather than a specific group 
of people. As a result, the consumer interest is diffuse compared with the other 
interests mentioned; it is harder to segregate and far more difficult to organize for 
its own protection." 

The difficulty of organizing the consumer interest effectively is increased by the 
fact that each individual, in addition to his function as a consumer, usually has some 
other specific role in the economic field; he may be a worker, or a farmer, or a 
manufacturer, or a retailer. For the average man, this special interest psychologically 
overshadows his broader general interest as a consumer. Consequently, the consumer 
movement has been forced to depend largely upon the activities of those for whom 
this psychological conflict is less apparent, and for whom the buying role assumes 
greater weight, such as women, salaried workers, and, on a restricted sector, purchas- 
ing agents. 

Nevertheless, the past five years have witnessed a multiplication, within the federal 
government, of activities more or less closely related to the welfare of the consumer. 
This trend does not reflect any express or clearly formulated policy of according 
parity to the consumer interest in administrative councils.’ It springs, rather, from 
a variety of imperfectly related motives and causes.? As a result, the expansion of 
consumer activities has been little better than haphazard. It has lacked coordination 
and has followed no specific direction in thinking or policy. Yet, despite these 
handicaps, there is rapidly accumulating evidence of its potentialities. 

This increased concern of government with the welfare of the consumer has taken 
two forms. The first is an intensification of established lines of activity, sometimes 
coupled with a marked reorientation in the thinking and policy of the administrative 
officials responsible. This has occurred in many agencies whose relationship to the 
consumer is indirect or incidental to some other primary function. Increased effort 
to establish commodity standards for the mutual benefit of business and the con- 
sumer is a case in point. Greater zeal and efficiency is also noticeable in more 
specifically consumer-centered activities along lines which have long been considered 
appropriate functions of government, such as protection of the public health and the 
prevention of gross fraud and deceit. 


*For an excellent analysis of the nature of the consumer interest, prepared by Gardiner C. Means, see 
The Consumer and the New Deal (May, 1934) 173 ANNALS Am. Acap. Pot. & Soc. ScIENCE, 7. 

* Among these may be: (1) The disturbing disparity between purchasing power and producing capac- 
ity; (2) The increase in the power and scope of administrative tribunals; (3) The multiplication of 
economic legislation affecting the consumer; (4) Government experiments with price-fixing; (5) Realiza- 
tion of the need for placing some restraint upon pressure groups representing sellers; (6) Accumulated 
evidence of the limited effectiveness of existing laws prohibiting misrepresentation and deception; (7) The 
possibility of conducting studies into problems of consumer interest as “white collar” relief projects; 
(8) Increasing activity of women’s organizations; (9) Increasing activity of professional organizations of 
public and private purchasing agents. 
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More significant, however, of the newly developing relationship of government 
and the consumer, is the establishment of agencies specifically instructed to represent 
the consumer interest before regulatory bodies. The Consumers’ Advisory Board of 
NRA and ‘the Consumers’ Counsels of the National Emergency Council, of the 
AAA, and of the Bituminous Coal Commission, constitute distinct innovations in 
political philosophy. Fortunately, the men in charge of these new offices have gen- 
erally adopted a very comprehensive interpretation of the scope of their functions. 
As a result, recent experience permits an appraisal of the possible future relationship 
of the federal government and the consumer interest. 


Misrepresentation and Deception 

A time-honored form of government activity is the prevention of outright mis- 
representation and deception in the sale of goods. The principal federal agencies 
engaged in this work have been the Food and Drug Administration and the Federal 
Trade Commission. The former has been handicapped by deficiencies in the Act it 
administered, and the latter by the fact that the primary purpose of its statute was 
the protection of business competitors rather than of consumers.’ The recent Food, 
Drug and Cosmetic Act and the Wheeler-Lea Act, discussed elsewhere in this 
symposium, have materially reduced these obstacles, though there is some question 
as to the desirability of the procedural changes embodied in the latter. 

But though machinery may be adequate to cope with outright deceit in advertis- 
ing,* prohibiting lies is only half a solution unless a standard of truth is established 
simultaneously. The consumer wants not only less misinformation but also more 
true information. The odd notion is growing that he has the right to know precisely 
what kind of commodity it is that he is buying. 

The new Food and Drug Act has imposed a number of specific requirements 
with respect to information that must appear on the labels of the products subject 
to it. The power which was granted in 1930 to establish standards of quality for 
canned foods has now been extended to cover virtually all food products. Both that 
Act5 and the Wheeler-Lea Act® contain the following important declaration of 
Congressional policy which, if sympathetically interpreted by the courts,” should go 
far toward protecting the consumer against deceptive half-truths: 

“, . . in determining whether any advertisement is misleading there shall be taken into 
account . . . not only misrepresentations made or suggested . . . but also the extent to 

* Thus, in the famous Raladam decision, the Supreme Court forbade the Commission to restrain the 
maker of an obesity cure because the evidence showed injury only to the public, not to competitors. The 
Court speculated whether Congress had legislated “for the purpose of preserving the business of one 


knave against another.” Federal Trade Comm'n v. Raladam Co., 283 U. S. 643 (1931). The consumer 
had no recourse against either knave. 

“In the Federal Trade Commission, a special Board of Investigation, (now a Division) has been en- 
gaged in examining printed and radio advertising for objectionable matter for many years. During 1937 
it examined more than 130,000 printed advertisements and almost half a million radio scripts. 

5 Food, Drug, & Cosmetic Act, §201(n), 21 U. S. C. A. §301(n) (Supp. 1938). 

*FTC Act, §15(a), 15 U. S. C. A. §55(a) (Supp. 1938). 

* The attitude of the courts toward misrepresentation is growing stricter. In Federal Trade Comm'n v. 
Standard Education Society, 302 U. S. 112 (1937), the Supreme Court in upholding the Commission’s 
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which the advertisement fails to reveal facts material in the light of such representa- 
HONS: 54. 


The Federal Trade Commission’s current drive to require that textile fabrics be 
accurately labeled as to fiber content is particularly interesting. In its course, the 
Commission has apparently modified its trade practice conference procedure sig- 
nificantly. It seems no longer content with merely ratifying or revising the rules 
proposed by industry; instead it takes active steps to shape them to safeguard the 
consumer interest. 

Thus, the Commission flatly rejected the rules originally submitted by the rayon 
industry as “not acceptable.” It then proceeded to formulate its own set of rules 
designed to protect the consumer more adequately. This new set was issued as 
“tentatively approved”; interested parties were afforded an opportunity “to present 
their views for the information and consideration of the Commission before it pro- 
ceeds to its final decision.”® After hearings at which some members of the industry 
—possibly a majority—objected vigorously, the Commission formally promulgated 
rules substantially the same as those which it had itself formulated. This technique, 
should it’survive court tests, permits a substantial widening of the Commission’s 
sphere of effective action.® 

Yet the establishment of quality standards and rules of identification for com- 
modities as well as other forms of informative labeling is retarded materially by the 
degree of its dependence upon the cooperation of business; in many lines this has 
not been extended. The development of commercial standards by the Bureau of 
Standards must wait upon the initiative of industry. Food manufacturers have 
shown little eagerness to adopt the quality grades established by the Bureau of 
Agricultural Economics for many kinds of foodstuffs. The effort to make quality 
grades mandatory as to canned goods under NRA was fought by the large canners 
with a flood of propaganda as illogical as it was vigorous.’® 


Research 

A second long-accepted field of government activity is research. Adequate re- 
search is a necessary basis for intelligent action in any field. The furtherance of the 
consumer interest requires study in many fields; legal, technical, and economic. 


order, rejected a defense based on the proposition that the statement complained of was obviously false 
and hence not deceptive, stating, at p. 116: “The fact that a false statement may be obviously false to 
those who are trained and experienced does not change its character nor take away its power to deceive 
others less experienced. There is no duty resting upon a citizen to suspect the honesty of those with whom 
he does business. Laws are made to protect the trusting as well as the suspicious.” The Circuit Court of 
Appeals had manifested a strikingly different attitude in its decision which was reversed. See 86 F. (2d) 
692, 695-696 (1936). ® See FTC Press Releases, Sept. 17 and 27, 1937. 

*Some manufacturers questioned the validity of the entire proceeding on the ground that trade 
practice conferences were a mutual, not a unilateral, undertaking. The Commission, however, regards the 
rules as merely detailed restatements of the existing law. So far, they seem to have been generally 
observed. 

For the story of this interesting episode, see Mulford, Information Concerning Commodities—A 
Study in NRA and Related Experience in Control, Part B: Standards and Labeling, Work Marertats, No. 
38, NRA Division oF Review (1936) 134-152. 
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In the field of legal research, the Consumers’ Project’? has prepared many 
valuable compilations. It has published analyses of federal legislation affecting con- 
sumers, of federal and state commodity standards and of statutes and decisions 
concerning consumers’ cooperatives. 

Technical commodity research is being conducted in many fields. Thus quality 
improvement studies have been undertaken by the Bureau of Fisheries. The Bureau 
of Standards assists business—and incidentally the consumer—by cooperating in the 
establishment of industrial standards and specifications. The Bureau of Agricultural 
Economics develops standards for agricultural products. More specifically concerned 
with the welfare of the consumer is the Bureau of Home Economics. Among its 
other functions, it studies the consumption value of many kinds of goods; the 
nutritive value of various foods, the utility of different fabrics, and the performance 
results of household equipment. The Consumers’ Project has assembled what is 
probably the most complete collection of purchasing specifications for consumer 
goods ever compiled. 

Much economic research, too, has been devoted to problems affecting the con- 
sumer. The investigations into competitive problems conducted by such agencies as 
the Federal Trade Commission, for example, have thrown light upon many ques- 
tions in which the consumer is vitally interested. The same may be said of many 
of the studies made bythe Tariff Commission, the Bureau of Agricultural Eco- 
nomics, the Bureau of Foreign and Domestic Commerce, and the Division of Review 
of NRA. Marketing problems of primary consumer interest have been the subject 
of research by the Consumers’ Counsels of AAA and of the Bituminous Coal Com- 
mission. A particularly ambitious analysis of consumer purchases and incomes under 
the joint auspices of the Bureau of Labor Statistics, the National Resources Com- 
mittee, and the Bureau of Home Economics, is just drawing to a close. The current 
“monopoly” study will undoubtedly touch upon many questions of major importance 
to the consumer.?? 

But if there is no lack of research activity, there is crying need for coordination 
and interpretation. The results of most of these studies have been compiled in 
ponderous and imposing monographs, prefaced with appropriate letters of trans- 
mittal to Congress or to the President, and promptly forgotten by all save a few 
specialists. Moreover, information has been compiled from so many sources and is 
scattered through so many reports that it is virtually impossible, even for the well- 
informed consumer, to glean a connected study relating to any single issue. 

™ This office is an offshoot of the Consumers’ Advisory Board of NRA which, after being temporarily 
assigned to the Department of Labor, has recently been transferred to the Consumers’ Counsel of AAA as 
a WPA project. 

* One important omission is the failure to conduct a comprehensive survey of marketing practices, 
involving an examination of the relative efficiency of competing channels of distribution and the effects of 


such legislation as the so-called “fair trade” laws and the chain store taxes. Even in this field, a project 
had been planned and actually begun, but was later abandoned. 
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Representation of the Consumer Interest 

Work done by federal agencies along the lines just discussed, important as it is 
to the welfare of the consumer, represents merely a more active or more effective 
performance of long-accepted functions. On the other hand, the establishment of 
offices charged with the specific duty of representing the consumer interest constitutes 
a distinct political innovation. 

It has long been apparent, to careful observers, that something was amiss in the 
proceedings of our regulatory administrative offices. For example, when the Inter- 
state Commerce Commission was established, it was expected to play a dual role. 
On the one hand, it was supposed to bring order to a distracted industry and to 
establish a rate structure fair alike to railroads and to shippers. At the same time, 
it was hoped that it would militantly protect the consumer interest—which was 
generally assumed to be synonymous with the public interest—against the claims of 
both roads and shippers. 

As time went on, the Commission increasingly emphasized its judicial function 
at the expense of its role as public defender. In the light of present analysis, this 
tendency appears to have been inevitable. It could not simultaneously perform two 
incompatible functions. The interest of the consumer in low rates is as much a 
special interest as is the desire of the roads for higher profits. It is obviously im- 
possible for the same group of officials to act as impartial arbiters and as zealous 
defenders of one of the parties involved. Nor could the shippers adequately present 
the case for the consumer; their problems were far more special than were those of 
the far broader, though still partisan, consumer interest. As a result, the latter has 
been largely unrepresented at court and has lacked an effective voice in the Com- 
mission’s deliberations. 

Recognition of the need for a consumers’ advocate before tribunals of this sort 
was slow to come. The first clear-cut effort in this direction came in 1930, with a 
proposal to provide for a consumers’ counsel to the Tariff Commission. But the 
need for such action was not yet clearly understood and it remained for some of the 
New Deal agencies to put the idea into practice. 

The first official representation of the consumer interest was concurrent with the 
enormous expansion of federal regulatory functions under NRA and AAA. The 
history of the Consumers’ Advisory Board of NRA was brief, but interesting. In 
theory, this board was accorded parity with the Advisory Boards representing In- 
dustry and Labor. In practice, however, it faced an arduous uphill struggle before 
it succeeded in achieving any effective voice in NRA policy. 

For the first six months of NRA, during which period the codes for the largest 
sectors of industry were written, the Consumers’ Board was largely a voice crying in 
the wilderness. Administrative officials almost unanimously ignored its representa- 
tions. The struggle between labor and industry to shape the wage and hour 
provisions of the codes occupied the center of the stage. Price-fixing and production- 
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control provisions were held out as bait to induce industries to grant concessions on 
the labor front. The protests of the Consumers’ Board were usually disregarded. 

As code making was succeeded by code administration, responsible officials began 
to recognize the validity of many of the objections which had been so brusquely 
overruled. The wide and unwarranted increases in price which occurred under the 
codes brought increasing protests from consumers and from many industry members. 
Difficulties of administering price-fixing provisions became apparent. As a result, 
policy veered more and more toward the position which the Consumers’ Board had 
consistently held. NRA amended many of the more drastic price-fixing provisions 
contained in the codes; enforcement of the others was less than perfunctory. An 
Advisory Council was created to pass upon questions of policy; in this Council the 
Board was granted a full and effective voice. Just before the Schechter decision, plans 
had been laid for a general revision of the codes which would have incorporated 
many of the major recommendations of the Consumers’ Advisory Board. 

A similar struggle confronted the Consumers’ Counsel of AAA during this 
period. During June, 1933, Secretary Wallace suggested to Administrator Peek that 
a unit be established to represent the consumer. He referred to the fact that two 
Divisions had already been set up to represent the specific interests of producers and 
of processors and distributors. He also mentioned the probable future necessity of 
defending the decisions of AAA before Congress and the public. 

A Consumers’ Counsel was accordingly appointed. He was at once faced with 
something of a dilemma in policy determination. The AAA was committed to an 
endeavor to raise the prices of agricultural products; this was, in fact, the primary 
object of its creation. The Consumers’ Counsel could not consistently oppose a 
program which was the very heart of the organization of which he was part. He 
compromised—perhaps to his own satisfaction—by urging that. increases in farm 
prices be accompanied by provisions designed to achieve greater efficiency in process- 
ing and distribution. 

Such an objective may be appealing in theory, but it scarcely formed a practical 
program for effective action. A later Administrator, Chester C. Davis, tried to 
resolve the conflict in a somewhat different manner. In a public letter, issued April 
25, 1935, describing the functions of the Consumers’ Counsel, he said in part: 

“Its function, so far as the Agricultural Adjustment Administration is concerned, is to 
represent the interest of the consumer at every stage in the Administration’s activities. 
When a commodity control program, a marketing agreement, or a licensing agreement is 
under consideration, it is essential that both producers’ and consumers’ interests be repre- 
sented by trained economists, highly skilled in research and in the interpretation of 
economics. In many cases, there is no conflict of interests: the consumer wants the pro- 
ducer to receive the kind of returns for his produce that will insure the continuance of an 
adequate food supply, and the farmer wants the consumer to be able to buy an adequate 
volume of farm products. In some cases, where there is some apparent conflict, on partic- 
ular points, it is the function of the Consumers’ Counsel to represent the consumer and 
assist in finding the point of maximum justice to both producer and consumer. . . .” 


(Italics supplied.) 
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Examined carefully, this becomes merely a restatement of the dilemma. The 
interests of consumers and producers are necessarily opposed in the first instance. 
Presumably there is some golden mean between the two, but the process of reaching 
it is one of conflict. Efforts by the Consumers’ Counsel to perform his assigned 
functions were actively resented by farm and business interests. Administrative 
officials, faced by insistent demands for action and controlled by considerations of 
expediency, were impatient with what they considered destructive tactics. The diffi- 
culties inherent in the situation were reflected by several changes of Consumers’ 
Counsels, and even by a temporary reduction in the status of the office from Division 
to Section. The Counsel was denied the confidence of administrative officials; some- 
times he was apprised of pending action long after any opportunity for effective 
intercession had passed. 

Unfortunately, unlike the experience of the Consumers’ Advisory Board, there 
is no clear evidence yet of any major improvement in the situation. In some of his 
efforts at protecting the consumer's interest, the Counsel achieved distinct success. 
The weight given to his opinions by AAA officials seemed, at times, to be increasing. 
However, any permanent trend must await a specific clarification of his position and 
authority. It is to be hoped that this will be brought about as part of the current 
reorganization of the Department of Agriculture. 

The only other officially designated agency of this character is the Consumers’ 
Counsel of the Bituminous Coal Commission. There is one difference of major im- 
portance between this office and that of the Consumers’ Counsel of AAA. The latter 
was established by the Administrator of AAA and exists at his pleasure. The former 
was set up by specific Congressional enactment and is responsible only to the Con- 
gtess and the President. The Consumers’ Counsel is an adviser to, but completely 
independent of, the Commissioners of the Bituminous Coal Commission. Moreover, 
the Commission is required by law to furnish the Consumers’ Counsel with any 
statistics or data in its possession which he may need for the proper performance 
of his function.?® 

The history of this Consumers’ Counsel may be divided into two distinct phases. 
At first, he encountered the same difficulty in obtaining serious consideration for his 

* The statutory provision for this office is quoted in part: 

Section 2(b) (2) It shall be the duty of the counsel to appear in the interest of the consuming public 
in any proceeding before the Commission and to conduct such independent investigation of matters relative 
to the coal industry and the administration of this Act as he may deem necessary to enable him properly 
to represent the consuming public in any proceeding before the Commission. In any such proceeding be- 
fore the Commission, the counsel shall have the right to offer any relevant testimony and argument, oral 
or written, and to examine and cross-examine witnesses and parties to the proceeding, and shall have the 
right to subpena or other process of the Commission issue in his behalf. Whenever the counsel finds that 
it is in the interest of the consuming public to have the Commission furnish any information at its com- 
mand or conduct any investigation as to any matter within its authority, the counsel shall so certify to the 
Commission, specifying in the certificate the information or investigation desired. Thereupon the Com- 


mission shall promptly furnish to the counsel the information or promptly conduct the investigation and 


place the results thereof at the disposal of the counsel. . . . 
(4) The counsel shall annually make a full report of the activities of his office directly to the Congress. 


Bituminous Coal Act of 1937, 50 Stat. 72, 15 U. S. C. §829. (Italics supplied.) 
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comments or criticism as had faced the Consumers’ Advisory Board of NRA or 
the Consumers’ Counsel of AAA. The administrative officials of the Commission 
were inclined to consider his office as entirely superfluous. His efforts to obtain cost 
data justifying the proposed schedule of minimum prices were entirely unavailing. 
Possibly this was because no accurate cost data had been collected; the precise level 
or justification of the prices may have been deemed of little importance. The major 
effort was to promulgate minimum prices quickly and to yield immediate relief to 
the industry from the competitive conditions confronting it. The recommendations 
of the industry were apparently accepted with little review or discrimination; the 
protests of the Consumers’ Counsel ignored or brushed aside. 

Inevitably, a court test of the prices promulgated was begun. The decision was a 
foregone conclusion.1* The disregard of the clear injunction of the law and the 
refusal to accord the protests of the Consumers’ Counsel the consideration to which 
they were entitled, were too patent to stand any test of due process. 

With the invalidation of the prices first promulgated, the office of the Consumers’ 
Counsel attained a new importance in the eyes of the Commission. Where his 
advice had previously been unwelcome and rejected, it is now given weight. The 
courts pointed out the duty of the Commission to consider the interests of the 
different economic groups affected by its decisions. The role of the Consumers’ 
Counsel as the officially designated representative of one of these groups is now 
understood and accepted. There is evidence that his office is now more effectively 
fulfilling the functions which it was established to perform. 

Nor are the activities of the Consumers’ Counsel as representative of the consumer 
interest confined to the deliberations of the Bituminous Coal Commission. He has 
also appeared, in accordance with the terms of the statute,’® before the Interstate 
Commerce Commission. Although his intervention in rate cases is confined to 
matters affecting coal, this still constitutes the first official representation of the 
consumer interest before the Interstate Commerce Commission. 

In addition to representing the consumer before administrative bodies, it seems 
also essential to provide an effective voice for him before Congressional committees. 
The demands for special legislation from minority pressure groups show no sign of 
abating. The propaganda machines of trade associations are functioning more and 
more smoothly. The arguments for special legislation designed to promote the 
interests of militant economic groups are presented with great skill. In the absence 
of any effective presentation of the opposing side, it is virtually impossible for the 
average Congressman to pass intelligent judgment upon the complex economic issues 
involved. For example, the Robinson-Patman’® and Miller-Tydings'? Acts have 
far-reaching effects upon the welfare of the consumer. There is grave doubt that 


™ Saxton Coal Mining Co. v. Nat. Bituminous Coal Comm'n, 96 F, (2d) 517 (App. D. C. 1938). 

% Bituminous Coal Act of 1937, §16, 50 Stat. 90, 15 U.S. C. §846. 

* Amending the Clayton Act to provide more rigorous control over price discrimination. 49 Stat. 
(1936), 15 U.S. C, §§13, 13a, 13b, 21a. 

™ Excepting resale price maintenance contracts, where valid by state law, from the operation of the 
Sherman Act. 50 Strat. 693 (1937), 15 U. S.C. §1. : 
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either of these laws is economically desirable. Yet, the case for both was presented 
very effectively; the case for the opposition was scarcely even broached. 

The seriousness of this lack becomes daily more apparent as the deluge of 
economic legislation vitally affecting the consumer interest continues. Moreover, 
existing consumers’ agencies are hampered in rendering their limited potential 
contribution by statutory provisions prohibiting executive departments from lobby- 
ing. Their only permissible activity, which some are exploiting fully, is to assist 
independent consumer organizations to present their points of view by furnishing 
them with information and advice. It has proved impossible, however, to maintain 
any coordinated consumer lobby to offset the activities of business pressure groups. 


Promoting Consumer Organizations 

Federal agencies such as these, charged with the duty of protecting the consumer 
interest, cannot hope to succeed without the militant support of an active and well- 
organized consumer movement outside the government. Similarly, the Labor De- 
partment would be largely ineffective were it not for the existence of labor unions; 
the Department of Agriculture without farmers’ organizations and the Department 
of Commerce without trade associations. 

The Consumers’ Division of the National Emergency Council recognized this 
principle five years ago. Accordingly, it set about establishing county consumers’ 
councils throughout the country in order to permit the consumer to become artic- 
ulate; to inform the consumer of what government was doing, and to acquaint 
government with what consumers were thinking. For a long time these organiza- 
tions were accorded active government support including the use of office space and 
even permission to use the postal frank. This last privilege was withdrawn two 
years ago, but the consumer movement is making important strides upon its own 
feet. The effective organization of the consumer interest remains a major objective 
of the two Consumers’ Counsels. They cooperate actively with these groups and, in 
turn, owe much of whatever effectiveness they have attained to their support. 

A closely related program is the establishment of Consumers’ Bureaus as integral 
agencies of the governments of the various states.’® Here, too, the federal Con- 
sumers’ Counsels are rendering active, if unofficial, support.’® They do this with the 
conviction that the existence of such state bodies will perform an invaluable function 
in crystallizing consumer sentiment and in increasing the effectiveness of their own 
efforts. 


Consumer Education 
Concurrent with these efforts to increase the political influence of the consumer, 
is the attempt to increase his economic effectiveness. Various federal agencies are 


* For an analysis of the functions which such state agencies can usefully perform, see 8 N. Y. STATE 
ConstirutTionaL ConvENTION CoMMITTEE (1938) 424-465 (c. XVIII, “Proposed State Departments: Con- 
sumers’”’). 

The Consumers’ Counsel of the Coal Commission was influential in the establishment of a Con- 
sumers’ Bureau in Michigan, a body created by executive order of Gov. Frank Murphy. 
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endeavoring to render available to the consumer information which will permit 
him to expend his purchasing dollar more efficiently. Reference has already been 
made to the work of such agencies as the Bureau of Agricultural Economics. A 
wealth of material has been compiled which can assist the consumer to plan his 
purchases wisely and discriminately. Unfortunately, most of this information is 
contained in publications whose circulation is at best limited. 

The most conspicuous effort to distribute such matter widely, and in readable 
and readily understandable form, is the Consumers’ Guide. This periodical has been 
published for five years by the Consumers’ Counsel of AAA. It has recently attained 
its maximum permissible circulation of 135,000.7° It presents analyses of the value 
and use of many important consumer goods. Moreover, it has included simple and 
lucid discussions of many general problems of consumer interest, such as marketing 
practices and current legislative provisions. For example, a recent issue (June 6, 
1938) carried a concise exposition of the significance of the Wheeler-Lea Act to the 
consumer and of Federal Trade Commission procedure in its administration. 

The same office has attempted to widen its contact with the consuming public by 
a regular weekly broadcast. Moreover, it receives and answers some 28,000 letters 
annually from individual consumers seeking specific information. 

In its own special field, the Consumers’ Counsel of the Bituminous Coal Com- 
mission has been conducting a similar program. It issues publications designed to 
inform the consumer of the salient points to consider in purchasing bituminous 
coal. It has endeavored, with some apparent success, to persuade producers of the 
desirability of labeling coal as to heat value and ash content. It is preparing a study 
series for colleges and universities covering the general field of administrative price 
regulation. 


Summary and Appraisal 

The foregoing survey is necessarily brief and incomplete.*! It is apparent, how- 
ever, that federal activities designed to benefit the consumer directly or indirectly 
are proceeding with varying degrees of effectiveness on many scattered fronts. The 
sheer diversity and volume of these efforts is impressive. 

Nor is the conduct of these various activities subject to any generally valid 
criticism. Many of them are well staffed and competently directed. It is true that 
some are seriously hampered for lack of adequate funds, and that the attitude of 
certain administrative officials constitutes a barrier to the success of others. But these 
difficulties are incidental. The fundamental reasons for the failure of the consumer 
to achieve the degree of protection necessary for his well-being and the economic 
health of the nation lies elsewhere. 

The first is the lack of any comprehensive machinery for planning or coordina- 
tion. On the one hand, there is much duplication of effort; on the other, many im- 


* Budgetary limitations preclude its further expansion at this time, despite a waiting list of more than 
10,000 potential subscribers. 

*\For a more comprehensive listing, see Consumer Services of Government Agencies (Consumers’ 
Counsel, AAA). 
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portant fields remain largely untouched. It seems unfortunate that the two fields 
in which Consumers’ Counsels are now functioning—Agriculture and Bituminous 
Coal—are precisely those in which most informed observers believe current prices 
to be too low. 

The second major shortcoming of the present scheme is the dependent status of 
most of the agencies involved. It is obvious that the job of promoting the consumer 
interest should not be entrusted solely to subordinate bureaus or divisions of depart- 
ments whose primary responsibility is to some other economic interest, such as labor, 
the farmer, or business. Nor can quasi-judicial agencies properly be expected to 
perform this basically partisan function. 

There have been suggestions that these two requirements of coordination and 
independence could be achieved through the establishment of a new Department of 
the Consumer. This scheme contemplates the wholesale transfer of all consumer 
protective activities currently being conducted to such a new Department. The head 
of this Department would be accorded cabinet status, thereby granting to a repre- 
sentative of the consumer interest parity with the Secretaries of Agriculture, Labor, 
and Commerce. 

Conceivably this proposal may constitute an ultimate goal; it is not an immediate 
practical possibility. Congress may establish a new Department of Public Welfare, 
but there is no chance that it would simultaneously authorize two new departments. 
Moreover, any attempt to combine most activities affecting consumers under a single 
egis would encounter serious physical difficulties and might result in confusion and 
inefficiency. 

Even the centralization of purely protective functions, such as those performed by 
the Consumers’ Counsel, would incur a penalty. It would preclude the intimate 
contact essential between the representative of the consumer interest and the admin- 
istrative agency with whose affairs he is concerned. If AAA officials now take no 
great pains to keep their Consumers’ Counsel abreast of proposed decisions, it is 
unlikely that they would cooperate any more actively with a totally distinct Depart- 
ment. 

The immediate need is not centralization, but coordination. A long step forward 
would be the establishment of an independent Consumers’ Bureau, possibly under 
the proposed Department of Public Welfare. Such a Bureau would act as a center 
or focus for federal consumer activities. Recognizing that the consumer himself is 
the only effective guardian of his own interests, it would devote a major share of 
effort toward fostering the growth of consumer organizations. Moreover, since it is 
manifestly impossible for any group of officials in Washington to keep abreast of 
consumer developments throughout the nation, every effort would be made to hasten 
the establishment of consumers’ bureaus or departments within each state govern- 
ment. The federal bureau would constitute an established point of contact between 
organized consumer groups, state consumer agencies and the national government. 

A comprehensive program of consumer education would go hand in hand with 











REPRESENTATION OF THE CONSUMER INTEREST 163 


these efforts to promote his effective organization. Much of the spadework has 
already been done. The work currently performed by the two Consumers’ Counsels 
furnishes an excellent pattern. The Bureau would issue a regular publication ex- 
plaining matters of general consumer interest; prepare special reports discussing 
selected problems in more detail; conduct weekly radio programs and cooperate 
with educational institutions in planning courses of study. Nor would this preclude 
a continuation of much of the work now being done under other auspices. Infor- 
mation regarding coal, for example, could still be disseminated by the Coal Con- 
sumers’ Counsel, though he would undoubtedly consult with the Bureau to promote 
coordination and avoid duplication. 

Naturally, the Bureau would have access to information compiled by other gov- 
ernment agencies. It would actively seek to expand the available fund of such infor- 
mation on matters of consumer interest. It might do so partly by conducting research 
programs of its own. At least at first, however, such programs should, in all probabil- 
ity, be limited in scope. Its efforts could most profitably be utilized in giving focus 
and direction to the work of existing research agencies through conference and con- 
sultation. It might concentrate largely upon coordinating the mass of data collected 
by these other agencies, upon interpreting it in its relation to the consumer’s welfare, 
and upon presenting it in elementary, concise, and graphic terms stripped of technical 
phraseology. : 

A similar approach might be adopted toward the development of commodity 
grades and standards. It would be absurd to attempt to duplicate the elaborate facili- 
ties available in, say, the Bureau of Standards. On the other hand, the new Bureau 
could perform a very useful function by acquainting consumers with established 
rules and standards, and actively promoting the adoption of new ones by crystalliz- 
ing consumer sentiment and by urging business and government agencies to 
cooperate in the effort. 

Nor would its role as the officially designated guardian of the consumer interest 
necessarily be exclusive. It would, of course, represent the consumer before those 
agencies which are not specifically provided with a consumers’ advocate. On the 
other hand, the Consumers’ Counsel of the Coal Commission may be in far better 
position to act quickly and effectively upon matters related to coal regulation than a 
Consumers’ Bureau with more general functions.** Similarly in the case of the 
AAA, the Consumers’ Counsel should be made independent of the administrative 
organization but not removed from direct contact with it.” 

More broadly, the new Bureau would be expected to maintain a general watch 


= Moreover, the present statutory provision endows this office with more authority than would be 


probable under any other arrangement. 

* The precise relationship between the new agency and Consumers’ Counsels accredited to specific 
agencies is a subject of some controversy. Three alternatives seem possible: 

(1) The tie might be merely one of a common interest, involving mutual consultation and cooperation, 
but no administrative link. 

(2) The specific Consumers’ Counsels might be appointed by the head of the new Bureau, placed 
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over political and economic events and to appraise their relationship to the con- 
sumer. Its advice would be available to Congress upon pending legislation. It might 
appear, officially or unofficially, as “amicus” before administrative tribunals.** 

All these are, of course, no more than guesses. It is impossible, in advance, to 
chart a definite course for a new agency of government and particularly for one 
representing a distinct departure in political philosophy. The basic present need is 
the establishment of such an independent agency dedicated to the furtherance of the 
consumer interest. Experience alone will determine the manner in which it can 
most usefully operate. However, the general lines seem reasonably clear. It will 
coordinate rather than centralize; advise rather than direct; and educate rather than 
legislate. And, in so doing, it should contribute materially to the well-being of the 
consumer and to the stability of the general economy. 


upon his pay roll and subjected to his supervision. They would maintain offices at the agencies to which 
they were accredited, but would be responsible exclusively to the new Bureau. 

(3) A compromise might be adopted under which, say, the Secretary of Agriculture would appoint a 
Consumers’ Counsel upon nomination by the head of the new Bureau. 

*Tt might also appear at hearings held by administrative agencies in the formulation of regulations, as, 
for example, under the new Food, Drug, and Cosmetic Act. 











STATE FOOD, DRUG AND COSMETIC LEGISLATION 
AND ITS ADMINISTRATION 


Ore SattHe* 


Why a Unirorm Strate Foon, Druc anp Cosmetic Act? 


One of the first reactions that will naturally follow the recent adoption of the 
Federal Food, Drug and Cosmetic Act of 1938, will be to consider the advisability of 
amending the existing state food and drug laws. This, immediately, will raise numer- 
ous questions. Many of the states now have good food and drug laws and highly 
efficient enforcement agencies. Hence, there may be a natural reluctance on their 
part to amend their laws. Then again, the old question arises as to resentment on 
the part of state officials and legislators to federal interference and domination, or 
‘vice versa. This is always a factor to be reckoned with as both state and federal 
officials hesitate to act as frankly as they might with each other because of the fear 
of being misunderstood. 

In looking for an answer to some of these questions it should be pointed out 
that food and drug laws are essentially consumer measures, intended for the protec- 
tion of public health, and, therefore, no stone should be left unturned to see that 
the consumer receives this protection. The consumer will receive the greatest amount 
of this protection when federal, state and municipal food and drug officials cooperate 
in the enforcement of a uniform law. That is the ball on which all the factors should 
keep their eyes. As soon as anyone takes his eye off this ball there is bound to be 
trouble and the consumer suffers. 

The part that the courts play in this matter should not be overlooked. It is their 
decisions that make possible effective enforcement of food and drug laws. It would 
be of considerable value to a state judge who was trying a particularly troublesome 
case if he could have the benefit of decisions of courts of other states upon the 
identical statutory language which was before him for interpretation. 

Another factor that plays an important part in the establishment of uniform laws 
is the attitude of industry. Anyone interested in this question should study the recent 
experiences in the enactment of the Federal Food, Drug and Cosmetic Act. It took 
five years to pass that law. A food, drug and cosmetic law is a highly technical 

* Consultant to the Food and Drug Administration, United States Department of Agriculture, since 


October, 1938. Technical adviser to the late United States Senator Royal S. Copeland, 1924-1938. Former 
director of the Bureau of Food and Drugs, Department of Health, City of New York. 
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document. It naturally arouses many conflicting opinions. It was only when these 
conflicting opinions were satisfactorily reconciled that the law was passed. 

In this connection it is only fair to point out that all the zeal for consumer protec- 
tion does not rest entirely on the side of the official. A large percentage of industry 
is just as zealous for consumer protection. Therefore, it might be well for the state 
officials to study carefully the hearings, committee reports and debates that took 
place when the Federal Act was being considered by Congress. The experience this 
would give them would be very helpful in charting their course of action. 

Of course, when you deal with government and industry relations, the question 
of frankness again becomes a factor. The suggestions of industry are frequently 
looked upon with suspicion, the feeling being that because industry advocates a law 
there must be a selfish reason, and that the measures they advocate must contain 
“Sjokers.” In drawing a Uniform State Food, Drug and Cosmetic Act, there are no 
dangers of “jokers” creeping into it if the Federal Act is followed. This is not a new 
field of exploration. The die has been set. When all the factors in the food and drug 
industries, as represented by manufacturers, wholesalers, retailers, colleges and boards 
of pharmacy, advocate a uniform law based almost word for word upon the federal 
statute, a big step has been taken towards its passage, and the cooperation of industry 
should be welcomed by state officials and legislators. 

There is no doubt that the interest and attention given by individual consumers 
and consumer groups to federal food, drug and cosmetic legislation have stimulated 
industry in furthering its efforts to conform to the new law so as to give the con- 
sumer every possible protection against adulterated and misbranded products. It 
would indeed be unfortunate if state officials and state legislatures failed to take 
advantage of the existing interest and cooperation of industry to bring about the 
adoption of uniform state laws, patterned after the new Federal Act, recognizing, of 
course, any special conditions that may exist in any of the states. 

While the new Act is hailed as a progressive step for the consumers of the country, 
the consumer will only reap the full benefits of this law if there is adequate enforce- 
ment. Another benefit which is worthy of consideration is the fact that the admin- 
istration and enforcement of all food, drug and cosmetic laws could be accomplished 
at a much lower cost if the federal, state and municipal authorities were working 
together under uniform laws. 

Just how the state officials feel about the matter of a uniform law may be ascer- 
tained from the report of Dr. J. J. Taylor, outgoing President of the Association of 
Food and Drug Officials of the United States, which he presented at the Association’s 
last annual convention in October, 1938. Dr. Taylor reported that he had submitted 
a questionnaire to the various state food control officials requesting an expression 
whether or not in their opinion, with the passage of the new Federal Act, it would 
be necessary for the states to consider new state laws. He grouped his replies into 
four subdivisions: 
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1. Sixty percent of the answers indicated that the state control officials felt that new 
state legislation was necessary. 

2. Officials in five states felt their present laws were adequate, with possible small 
exceptions. 

3- Officials in six states were uncertain whether or not they would need new legislation, 
and had put the matter up to their legal advisors. 

4- Officials in two states counseled caution against acting too precipitately and sug- 
gested waiting a year or two to see how the new Federal Act worked out. Their thought 
seemed to be that in waiting this length of time some weaknesses might be developed that 
could be corrected by State legislation. 


Score oF Existinc State Foop anp Druc Laws 


In considering this problem it will be well to study the existing state laws on food 
and drug control. All the states, with the exception of New Mexico, now have com- 
prehensive laws regulating the manufacture and sale of adulterated and misbranded 
food and drugs. The language of the definitive provisions as to adulterated or mis- 
branded food and drugs is practically the same in the state laws as in the definitive 
provisions of the Federal Food and Drug Act of 1906, Variation occurs chiefly with 
respect to the grant of power to promulgate rules and standards and with respect to 
narcotics, hypnotics, and cosmetics which have been specially dealt with in laws 
enacted since 1906. Accordingly, attention will be directed to these matters rather 
than to the definitive food and drug provisions. 


Power to Promulgate Regulations and Standards 


Most of the state legislatures have delegated to the enforcing officials power to 
make regulations implementing the state acts. In some states, the power granted is 
general in character, authority being given to make rules and regulations for carrying 
out the provisions of the act. In a considerable number of states, however, power is 
given to adopt definitions of identity and standards of quality and purity for food 
products. In some, like power is granted with respect to drug products, but more 
generally the drug standards prescribed in the United States Pharmacopoeia and 
the National Formulary are specifically adopted, as is done in the Federal Act. 

In many states where the law specifically provides that standards be formulated, 
the law also provides that the standards be in accordance with those promulgated by 
the Secretary of Agriculture of the United States. This has created a rather peculiar 
situation because, until the enactment of the Federal Food, Drug and Cosmetic Act 
of 1938, the Secretary of Agriculture had no power to promulgate standards. The 
Secretary did promulgate “advisory” standards (j.e., standards for the guidance of 
officials and the trade but not having the force and effect of law) and it is these 
which have been incorporated into those state laws containing the provision described 
above. 

In a number of these laws reference is made to the Food and Drug Act of 1906. 
Since this law has been repealed and becomes ineffective after June 25, 1939, the state 
laws in which this reference is made will also have to be amended. 


a 
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Detailed treatment of the state legislation on this point is not feasible within the 
limits of this article, but its content can be generally indicated in the summary which 
follows. 

In 27 states, specific power is given to the appropriate state agency to establish food 
standards,’ and in 16 of these? like authority is given with respect to drugs. Fourteen 
of the states* require conformity to federal standards, some acts making specific 
exception of federal standards in conflict with state statutory standards. In Ken- 
tucky,* it is provided that where the standard fixed by the state differs from the 
federal, the State Board of Health shall arrange for a conference with representatives 
of the United States Department of Agriculture “for the purpose of arriving, if 
possible, at a uniform state and national standard.” Kansas prescribes conformity to 
the federal standards until different state standards are published.’ Oregon® and 
Rhode Island’ stipulate that the state standards shall not be higher than the federal. 

Several of the above states have referred to federal standards in such fashion as to 
restrict the reference to standards promulgated under the 1906 Act. In three states,® 
this is done expressly and in two,® by implication from the fact that the standards 
referred to are those fixed by the Secretaries of Agriculture, the Treasury, and Com- 
merce and Labor, the three officials upon whom joint rule-making power was con- 
ferred by the 1906 Act. 

Instead of conferring power upon state officials to promulgate standards, 13 
states!® have incorporated by reference federal standards into the state law. In only 
two states has this been done with respect to drug as well as food standards.'1 Two 
statutes!* incorporate only standards fixed under the 1906 Act. The Vermont act 

1 Alabama: Cove (Michie, 1928) §4425; Delaware: Rev. Cope (1935) §4002; Florida: Comp. Gen. 
Laws (1927) §3209; Georgia: Cope (Michie, 1933) §42-111; Illinois: Rev. Stat. (1937) c. 56%, §§1, 40; 
Indiana: Stat. (Baldwin, 1934) §8476; lowa: Cove (1935) §3059; Kansas: Gen. Stat. (1935) §65-613; 
Kentucky: Stat. (Baldwin, 1936) §2060a-8; Louisiana: Grn. Stat. (Supp. 1938) §3317.5; Maine: Rev. 
Stat. (1930) c. 41, §65; Massachusetts: ANN. Laws (1933) c. 94, §192; Minnesota: Stat. (Mason, 1927) 
§3804; Montana: Rev. Covers (1935) §§2591, 2596; Nebraska: Comp. Stat. (1929) 81-902; New Jersey: 
Rev. Stat. (1937) §24:6-1; North Carolina: Cope (Michie, 1935) §4764; North Dakota: Comp. Laws 
(Supp. 1913-1925) §2889b18; Ohio: Gen. Cone (Page, 1937) §1177-12; Oregon: Cope ANN. (1930) §41- 
115; Pennsylvania: 31 Stat. ANN. (Purden, Supp. 1938) §8; Rhode Island: Gen. Laws (1923) §2389: South 
Carolina: Cope (1932) §5125; South Dakota: Comp. Laws (1929) §7793; Texas: Stat. (1928) art. 
4466(2); Virginia: Cope (Michie, 1936) §1185; Washington: Rev. Star. (Remington, 1932) §6137. In 
Oregon, provision is made for the establishment of quality grades of food products, only licensed manufac- 
turers being entitled to use the official grade designations. Ore. Cope ANN. (Supp. 1935) §§41-230-41-235. 

* Alabama, Delaware, Florida, Indiana, Kansas, Maine, Massachusetts, Montana, New Jersey, North 
Carolina, North Dakota, Rhode Island, South Carolina, South Dakota, Texas, Washington, all supra note 1. 


* Alabama, Delaware, Florida, Georgia, Iowa, Massachusetts, Minnesota, Montana, Nebraska, New 
Jersey, Ohio, Rhode Island, Virginia, Washington, all supra note 1. 


* Supra note 1. ° Supra note 1. 
® Supra note 1. * Supra note 1. 
® Delaware, Montana, Nebraska, all supra note 1. ® Alabama, Georgia, both supra note I. 


* Arizona: Cove (Struckmeyer, 1928) c. 61, art. 4; California: Gen. Laws (Deering, 1931) act 57, 
§3; Idaho: Cope (1932) §36-315; Maryland: Copr Ann. (Flack, Supp. 1935) art. 43, §194; Michigan: 
Comp. Laws (1929) §5443; Mississippi: Cope ANN. (1930) §4959; Missouri: Rev. Stat. (1929) §13019 
(10); Nevada: Comp. Laws (Hillyer, 1929) §6182; New Hampshire: Pus. Laws (1926) c. 139, §123 
Oklahoma: Stat. (Harlow, 1931) c. 24, art. Il; Utah: Rev. Star. (1933) §3-10-4; Vermont: Pus. Laws 
(1933) tit. 23, c. 221; Wyoming: Rev. Stat. (1931) §45-119. 

* Maryland, Mississippi, both supra note 10. 2 Nevada, New Hampshire, both supra note 10. 
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refers to standards adopted under federal acts passed in 1902 and 1903.1* Florida, 
one of the states which grants power to promulgate standards to its enforcement 
officials, also provides** for the incorporation into its law of federal statutory stand- 
ards of which there are very few. 

The foregoing types of statutes vary in the manner of their reference to standards. 
Most frequently, perhaps, the reference is to “standards of quality, purity, and 
strength.” In some instances, “standards of purity” only are mentioned. A number 
of states properly add “definitions” or “definitions of identity” to their reference to 
standards. 

It is not always clear from a reading of a given statute whether the standards in 
question are advisory only or whether they have the force and effect of law. In 
some instances, the answer to this question is either express’® or clearly inferable.'® 

In four states,’* where no specific authority to promulgate standards is granted, 
the enforcing agency is given general power to promulgate rules and regulations. 
Some of these provisions are couched in language similar to that used in the federal 
act of 1906 in granting power to make rules and regulations to the three Secretaries 
mentioned above. Since, under this power, federal advisory standards have been 
promulgated, it would seem that a similar power would be conferred by the like 
state provisions, although it may not always have been exercised for this purpose. 
In two of these states,?® the state agencies are directed to’ make their rules and 
regulations conform so far as possible to the federal. 

There remain three states’? where no rule-making power seems to have been 
conferred on the enforcing agencies. 


The Uniform Narcotic Law 

In advocating the adoption of a Uniform Food, Drug and Cosmetic Law, the 
experience gained in the adoption of the Uniform Narcotic Law may be helpful. 
All the states, with the exception of California, Kansas, Maine, Massachusetts, New 
Hampshire, North Dakota, Pennsylvania, Vermont, and Washington, adopted the 
Uniform Narcotic Law.?® Some of the states made variations in the law. For ex- 


"8 Supra note 10. 4 Fra. Comp. Gen. Laws (1927) §3211. 

* Thus, in Indiana, Minnesota, and Montana, all supra note 1, the statute specifically provides that 
violation of the standard is punishable, while in North Dakota, supra note 1, the standards are stated to 
have the “force and effect of law.” 

7° In the states listed in note 17, infra, it seems clear that the standards would have advisory status only. 

™ Arkansas: Stat. (Crawford & Moses, 1921) c. 69; Colorado: Comp. Laws (1921) §997; Connecticut: 
Gen. Strat. (1930) §2438; New York: Laws (Cahill, 1930) c. 1, §24. 

*In Colorado and Connecticut, both supra note 17, the statutes call for conformance to rules and 
regulations promulgated by the Secretary of Agriculture under the Federal Act of 1906. In most states 
where specific power to establish standards is granted, power to issue rules in aid of enforcement is also 
given, subject in a number .of instances to the requirement of conformity. 

* Tennessee, West Virginia, and Wisconsin. Wisconsin, however, has comprehensive statutory stand- 
ards, extending over 14 pages of the Wisconsin statutes. Wis. Stat. (1933) §352.03. Presumably these 
standards conformed to the federal standards as of the date of their enactment. New Mexico, having no 
comprehensive act, is not included in the foregoing enumerations. 

For the text of this act, together with citations to the statutes of the states adopting it and state- 
ments of variations from the Uniform Act in various state acts, see 9 Unir. Laws Ann. (Supp. 1938) 173. 
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ample, the penalty clause in all cases is not identical; the repeal clause differs; the 
department charged with enforcement of the act differs and, in a few states, cannabis 
is not brought within the provisions of the law. 


Hypnotic Drugs 

Nineteen states, Alabama, Arkansas, California, Colorado, Connecticut, Louisiana, 
Maine, Maryland, Nebraska, Nevada, New Hampshire, New Jersey, North Carolina, 
Oklahoma, Oregon, Pennsylvania, Rhode Island, South Carolina and Virginia, have 
adopted special laws regulating and restricting the sale of barbital and other hypnotic 
drugs.?* The sale of such drugs is restricted on a prescription of a legally qualified 
physician, dentist or veterinarian. 

Twenty states, including Alabama, Arkansas, Colorado, Idaho, Kansas, Kentucky, 
Louisiana, Minnesota, Mississippi, Montana, Nebraska, New Mexico, North Dakota, 
Oklahoma, Tennessee, Vermont, Virginia and Wyoming have adopted special laws 
regulating and restricting the sale of marihuana.?* Some states prohibit its sale 
entirely while other states restrict its sale on a prescription of a legally qualified 
physician, dentist or veterinarian. 


Cosmetics 


Comparatively few states have laws regulating the sale of cosmetics. 

Florida has a Toilet Articles Misbranding Law** which, however, merely requires 
such articles to declare the name and address of the manufacturer on the label when 
the name of the retail seller appears on the label. 

Louisiana has a Cosmetic Law‘ similar to the new Federal Act. In fact, it was 
copied from one of the versions of S. 5 which was considered by Congress. It defines 
adulterated and misbranded cosmetics. It differs from the federal law in that it 
provides for the registration of each separate product, and a fee for such registration 


is assessed. 

Maine has a Cosmetic Registration Law*® which provides for the registration of 
all cosmetic preparations sold in the state. The Department of Health is authorized 
to refuse the issuance of a certificate of registration when in its judgment a cosmetic 


* Alabama: Acts 1935, act no. 236; Arkansas: Acts 1935, acts nos. 113, 327; California: PENAL Cope 
(Deering, 1931) §347'%2; Colorado: Laws 1935, c. 106, §1; Connecticut: Gen. Stat. (Supp. 1931-35) 
§1148c; Louisiana: Gen. Stat. (Supp. 1938) §3317.9; Maryland: Cope Ann. (Flack, 1935 Supp.) art. 
43, §241k; Nebraska: Laws 1935, c. 64; Nevada: Comp. Laws (Hillyer, Supp. 1938) §5091.01 (13a); 
New Hampshire: Laws 1931, c. 123, §5(II); New Jersey: Laws 1933, c. 279; Oklahoma: Laws 1933, c. 
77; Oregon: Cove ANN. (Supp. 1935) §68-2061; Pennsylvania: 35 Pa. Star. ANN. (Purden, Supp. 1938) 
§§940-944; Rhode Island: Laws 1937, c. 2542; South Carolina: Stat. (1937) act no. 151; Virginia: Cope 
(Michie, 1936) §§1698a-1698c. 

* Arkansas: Acts 1937, act no. 258; Colorado: Laws 1935, c. 107(13); Idaho: Cove (1932) §36-201; 
Kansas: Gen. Stat. (1935) §21-2168; Kentucky: Star. (Baldwin, 1936) §2635a-1; Louisiana: GEN. 
Stat. (Supp. 1938) §3315.2; Minnesota: Stat. (Mason, Supp. 1936) §10278-2a; Mississippi: Laws 1938, 
c. 352; Montana: Rev. Copes (1935) §3202.3; Nebraska: Laws 1937, c. 65; New Hampshire: Laws 
1935, c. 156; New Jersey: Laws 1938, c. 156; New Mexico: Laws 1935, c. 97; North Dakota: Laws 1933, 
c. 106; Oklahoma: Laws 1933, c. 24; Tennessee: Cope ANN. (Williams, Supp. 1938) c. 21A; Virginia: 
Acts 1936, c. 212; Wyoming: Cope (1931) §85-117. ™Comp. Gen. Laws (1927) §7852. 

™ Acts 1936, act no. 142. * Laws 1935, Cc. 109. 
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preparation contains injurious substances in such amount as to be poisonous, injurious 
or detrimental to the person. 

North Dakota has a Cosmetic Act.*® This law regulates the sale of adulterated 
and misbranded cosmetics. The provisions are almost identical to the cosmetic pro- 
visions of the 1938 Federal Act. 

Virginia has a Cosmetic Permit Law.?" It prohibits the sale of cosmetics without 
a permit and defines adulterated and misbranded cosmetics. These provisions are 
practically the same as the new Federal Act. It also provides that a cosmetic may be 
manufactured only by a qualified person, approved by the Virginia Board of 
Pharmacy. 


StaTE ENFORCEMENT AGENCIES AND THEIR Powers 


Agencies Charged with Enforcement 

There is no uniformity as to the agencies selected for the enforcement of the 
food and drug laws in the different states. In 21 states the enforcement of the food 
law is entrusted to the State Department of Agriculture; in 19 states, to the State 
Department of Health; in one state, to the Dairy and Food Commissioner; in one 
state, to the Food Commissioner and Chemist; in one state, to the Food and Drug 
Commissioner; in one state, to the Department of Justice and Public Safety; in one 
state, to the State Chemist; in one state, to the State Laboratory; and in two states, 
to the Department of Welfare. 

Insofar as the enforcement of drug laws is concerned, in 13 states this power is 
delegated to the Department of Agriculture; in two states, to the Dairy and Food 
Commissioner; in one state, to the Food Commissioner and Chemist; in 19 states, 
to the State Department of Health; in one state, to the Department of Justice and 
Public Safety; in one state, to the State Chemist; in two states, to the Department of 
Welfare; and in nine states, to the State Board of Pharmacy. In many of the states 
the enforcement is divided among several different departments. 


Appropriations 

According to figures submitted in 1937, in response to a questionnaire, there was 
a vast difference in the appropriations made for the enforcement of the food and 
drug laws. The states of New Mexico and West Virginia reported that no funds 
were made available for food and drug inspection. In two states, lowa and North 
Dakota, the fees collected were sufficient to pay the cost of food and drug inspection. 
Practically all the states have a registration or license plan under which fees are 
collected. This is a feature on which the greatest resistance is made by industry. 
Food and drug laws are public health measures and should not be complicated with 
revenue provisions. If a fee has to be assessed, it might be more just to have it 
charged in the state where the product is manufactured, for it can be properly argued 
that the inspection of a factory at regular intervals serves as a check in maintaining 
the factory at its highest efficiency. If all states and the larger municipalities require 


* Laws 1937, c. 136. ** Acts 1938, c. 414. 








172 Law AnD CoNTEMPORARY PROBLEMS 


that a manufacturer engaged in interstate commerce must pay fees, it may add 


materially to the cost of the product. 


The per capita appropriation for 30 states ranged from 0.24 cents in California 
to 17.28 cents per capita in Wyoming. The per capita appropriation of 30 states was 


as follows: 


State Per Capita State Per Capita 
NN 2535 ONS a a a HS $.0024 a LORS SI oar Paes $.0227 
ROUND, 535s, cscivewsh sense .0030 SN Ss 4 pL SasnletnaunPatios .0228 
BN kisi Gastro asa bg tse .0032 MD i five n as nad «cit wrerneetan’ .0232 
“Us TEES ee i eran tere nae re .0046 LNT LZ EO YRS OS pra Cora ee .0237 
NS 4s Uuu as seabed ieadns .0050 SERIES in ra .0261 
ON rics vie sh o:e pSRROMTE SME Ce .0064 RSS ha Cee Ss. b's hes .0296 
Naat Rial pie ieaie. serait .0081 RES ers es .0350 
ME 2562s 0-o% Geos ofa ke eons .0097 es ct ps 0s coe oatiew copes .0377 
ad Da a ee .0107 BEGUIRIANA fe sialon laa aeons .0391 
BNE 343. Gie ee tates Sale saks 0113 IS 2h ci kn 2G Sah DS .0442 
SED, sivins cae cin) snveenns .0123 RE RE roe erry ee .0468 
ae ras .0128 Ns oh en Rac at .0665 
geal RE aR pain gre car iar 0142 .. tears .0714 
BER rer so 0163 SEER AMEE ie irae Rg OR > -I010 
AES Ee etry Peas Mia hs 0163 oe a, EOD AL EL en Cp ig ae .1728 





At this point it may be interesting to note that Congress appropriated 1.33 cents 
per capita in 1937 for the enforcement of the Federal Food and Drug Act as com- 
pared with $60.17 per capita for all governmental expenses. 


Powers of Seizure and Condemnation 

While uniformity is highly desirable in the definitive provisions of most of the 
regulatory provisions of the federal and state laws, it seems advisable to extend the 
seizure powers of the states. The Federal Food, Drug and Cosmetic control deals 
primarily with the supervision of food, drugs and cosmetics from the manufacturer 
to the wholesale distributor or retail dealer. The state food and drug control deals 
with the supervision of food, drugs and cosmetics as sold to the consumer. A large 
percentage of foods are perishable and, for that reason, the powers of the state officials 
as to seizures and condemnation should be broad. Where foodstuffs are poisonous 
and actually cause death, prompt action is imperative, as, for example, when some 
years ago ripe olives were found to contain botulinus bacillus. These olives were 
responsible for a number of deaths. It was imperative that the state and municipal 
officials remove the contaminated olives from sale immediately in all retail shops. 

Then again, the state food official frequently finds upon examination foods which 
are actually unwholesome and unfit for human food. This is another instance where 
his powers should be such that he can take immediate action. 

The same is also true of drug products which are found to be actually dangerous 
to life as, for example, the recent Elixir Sulfanilamide Massengill. During September 
and October of 1937 at least 73 persons died as a direct result of taking this drug. 
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These deaths occurred in 15 states, as far east as Virginia and as far west as Cali- 
fornia. In such cases the powers of the state officials should be sufficiently broad to 
permit prompt removal of such products from sale. 

Under the seizure provisions of the Federal Food, Drug and Cosmetic Act, when 
any article of food, drug, device or cosmetic is found adulterated or misbranded when 
introduced into or while in interstate commerce, it is liable to be proceeded against 
on libel of information and condemnation in any district court of the United States. 
Under this procedure, the Food and Drug Administration, upon finding an adul- 
terated or misbranded food, drug or cosmetic being shipped in interstate commerce, 
has to apply to the district court for a libel for condemnation. This is granted im- 
mediately, and then is served by an Inspector of the Food and Drug Administration, 
accompanied by a United States Marshal. While this procedure is satisfactory in 
federal actions, it is not satisfactory for the states because of the conditions which have 
been outlined. 

At present the state laws do not give definite or specific powers to the state officials 
to proceed promptly in such instances. The power of seizure is restricted and limited 
to application to the courts. The widest power on this subject is found in the Sanitary 
Code of the Department of Health of the City of New York. Section 137 provides as 
follows: 


Condemnation and destruction of animals and foods authorized—Upon any cattle, 
sheep, swine or any animals, fowl or other birds, meat, fish, vegetables, or milk, or other 
food or drink being found by any inspector or other duly authorized representative of the 
Department of Health in a condition which renders it or them, in his opinion unfit for 
use as human food, or in a condition or of a weight or quality forbidden by provision of 
the Sanitary Code, such inspector or other duly authorized representative of the said 
Department is hereby empowered, and directed to immediately condemn, and, when pos- 
sible, denature the same and cause it or them to be destroyed or removed to the offal or 
garbage dock for destruction, and report his action to the said Department without delay. 

And the owner or person in charge thereof, when so directed by an inspector or other 
duly authorized representative of the said Department, or by an order of the Sanitary 
Superintendent, or Assistant Sanitary Superintendent, or the Director of the Bureau of 
Food and Drugs of the said Department shall remove or cause the same to be removed to 
the place designated by such inspector or other duly authorized representative, or by the 
order of said Sanitary Superintendent, or such Assistant Sanitary Superintendent or the 
Director of the Bureau of Food and Drugs, and shall not sell, offer to sell, or dispose of 
the same for human food. And when, in the opinion of the Sanitary Superintendent or 
Assistant Sanitary Superintendent, or the Director of the Bureau of Food and Drugs, and 
such meat, fish, milk, vegetables, or other food or drink shall be unfit for human food, or 
any such cattle, sheep, swine, or other animals, or fowl or other birds, by reason of 
disease, or exposure to contagious disease, shall be unfit for human food, and in an unfit 
condition to remain near other animals or to be kept alive, the Board of Health may direct 
the same to be destroyed in such manner as the said Board shall designate. 


TREND IN RecENT AMENDMENTS OF STATE Foop anp Druc Laws 
During the five years that the Federal Food, Drug and Cosmetic Act was being 
considered by Congress, numerous bills were introduced in the various state legis- 











174 Law anp CoNnTEMPORARY PRoBLEMS 


latures. Some of them were substantially copies of the bills considered by Congress 
from time to time. Some were drafted after a model supplied by professional con- 
sumer advocate groups. All differed from one another, and all differed from the 
Federal Food, Drug and Cosmetic Act as enacted. A few of these measures were 
adopted. 

In 1935 Pennsylvania®® introduced special provisions governing hypnotic, analgesic 
and body-weight reducing drugs. This law requires that the label of such drugs 
shall specify the name of such drug and the proportion or amount thereof. 

In 1936 Louisiana passed a food, drug and cosmetic law.*® This was patterned 
largely after an earlier print of S. 5 considered by Congress. A registration feature, 
whereby products must be registered at a fee of $5.00 per product, not to exceed in 
the aggregate of $100.00 was provided. In sincerely attempting to have the state law 
conform to the federal law, the drafters of the law provided that a food, drug, or 
cosmetic is adulterated or misbranded “if it has been found to be such by a Depart- 
ment of the United States Government”; not “adjudicated,” just “found,”®° and by 
any “Department of the United States Government,” thereby including the Depart- 
ments of State, War, Navy, Army, etc. 

In 1937 North Dakota*! amended its food and drug law, adopting some of the 
provisions which were considered by Congress, notably that a drug is misbranded 
“unless the label shows the name of each active ingredient,” and “if it is dangerous 
to health when used in the dosage or with the freqeuncy or duration prescribed in 
the labeling or advertising thereof.” 

In 1937 Pennsylvania** amended the law defining adulterated and misbranded 
food and drugs. 

In 1938 Virginia enacted a new law** regulating the sale of adulterated and mis- 
branded drugs and cosmetics and the false advertising thereof. A number of the 
provisions of this act were derived from provisions considered by Congress. 


PRosBLEMS IN PREPARING A UNIFORM STATUTE BasED ON THE FEDERAL AcT 


In drafting a Uniform State Food, Drug and Cosmetic Act, it is highly desirable 
that the form of the Federal Act be followed. This would simplify the comparison 
of the law for the legislator, the official, the courts, the representative of industry or 
any other interested person. If there is any suspicion that “jokers” might creep into 
a Uniform State Law, the best check would be to have the state law follow the exact 
form of the federal law, so that any changes made would be readily ascertainable. 

The Federal Food, Drug and Cosmetic Act of 1938 is longer, more intricate and 
contains more regulatory control than did the Food and Drug Act of 1906. There 
are provisions which have to be rounded out by administrative regulations. There- 
fore, the new law cannot be simply “copied.” When the state legislatures delegate 


® Laws 1935, act no. 407. La. Acts 1936, act no. 142. 

* Cf. the language used in the Virginia act, Acts 1938, c. 375, §1663(1): “If it has been adjudicated to 
be such [#.¢., adulterated] by final judgment under the Food and Drug Act of the United States.” 

= Laws 1937, C. 375. 

® Laws 1937, act no. 291. ® Laws 1938, c. 375. 
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power to state officials to promulgate regulations there should be some definite pro- 
vision for uniformity of action with the federal laws, so as to eliminate the confusion 
that would result in trying to comply with conflicting control. To avoid this situation, 
it will be necessary to make provisions such as either (a) exempting from the 
adulteration and misbranding provisions of the state laws an article in interstate 
commerce which complies with the federal law, or (b) providing in the state laws 
that the regulations of the federal government will be adopted by the states. 

It is also important that a Uniform State Law contain a preamble or section indi- 
cating the intent of the law. If the intent is to be uniformity, then it should be so 
stated in the law. This would be helpful to the courts in interpreting the law. In 
rendering decisions relating to Federal Food and Drug Act of 1906, the courts have 
considered the intent of Congress.** 

The Federal Food, Drug and Cosmetic Act of 1938 might be used as a basis for 
a state law with relatively few changes of substance, although a number of formal 
changes would have to be made. It is suggested that the same section numbers, or 
at least the same sequence of sections, be used in the state act as are used in the 
federal. Assuming the same section numbers to be used, the changes from the 
Federal Act which would be desirable are the following: 

1. Wherever in the Federal Act reference is made to the Secretary of Agriculture, 
this term should be eliminated and the title of the state official or agency charged 
with the enforcement of the state act substituted. 

2. Where power is given in the Federal Act to the Secretary to promulgate regula- 
tions, the grant of this power to the corresponding state official should be qualified 
by a proviso reading as follows: “provided, that the regulations so promulgated shall 
conform, so far as possible, to the regulations prescribed by the Secretary of Agricul- 
ture of the United States under Section — of the Federal Food, Drug, and Cosmetic 
Act.” 

In certain situations, it seems preferable that the federal regulations be adopted 
directly in lieu of conforming state regulations or unless and until state regulations 
be promulgated. The provisions suggested for these situations follow: 

(a) Chapter 5, §501. This section defines the term “Adulterated Drugs and De- 
vices.” It is suggested that the following be substituted for the second sentence in 
paragraph (b) of this section: “Such determination as to strength, quality, or purity 
shall be made in accordance with the tests or methods of assay set forth in such com- 
pendium or prescribed by the Secretary of Agriculture of the United States, in regula- 
tions promulgated under Section 501(b) of the Federal Food, Drug, and Cosmetic 
Act.” 

(b) Chapter 5, §502. This section defines the term “Misbranded Drugs and De- 
vices.” In paragraph (d), dealing with habit-forming drugs, after the words “such 
substance,” include the following: “which derivative has been by the [designated off- 
cial], after investigation, found to be, and by regulations under this Act, or by regula- 


** See, e.g., U. S. v. Lexington Mill & Elevator Co., 232 U. S. 399 (1914). 








176 Law anp ConTEMPORARY PROBLEMS 


tions promulgated by the Secretary of Agriculture of the United States under Section 
502(d) of the Federal Food, Drug, and Cosmetic Act.” 

In paragraph (g), dealing with the packaging requirements of “official” drugs, 
substitute for the words “That the method of packing may be modified with the 
consent of the Secretary” the following: “That the method of packins may be 
modified with the consent of the [designated official] in accordance with regulations 
promulgated by the Secretary of Agriculture of the United States under Section 
502(g) of the Federal Food, Drug, and Cosmetic Act.” 

For paragraph (h), dealing with deteriorating drugs, substitute the following: 
“If it has been found by the Secretary of Agriculture of the United States or the 
[designated official] to be a drug liable to deterioration, unless it is packaged in such 
form and manner, and its label bears a statement of such precautions, as the Secre- 
tary of Agriculture of the United States or the [designated official] shall by regula- 
tions require as necessary for the protection of public health. No such regulation 
shall be established for any drug recognized in an official compendium until the 
Secretary of Agriculture of the United States or the [designated official] shall have 
informed the appropriate body charged with the revision of such compendium of 
the need for such packaging or labeling requirements and such body shall have 
failed within a reasonable time to prescribe such requirements.” 

3. Chapter I, §1. This section contains the short title of the Act for purposes of 
citation. In the state act this should be the “Uniform State Food, Drug, and Cosmetic 
Act.” This chapter should also contain a new section which would declare the 
legislative intent that the law shall be uniform with the Federal Food, Drug and 
Cosmetic Act, and that the regulations promulgated under the state act will maintain 
uniformity with the regulations promulgated under the Federal Act. 

4. Chapter II, §201. This section contains definitions. Paragraph (a) defining 
“territory,” paragraph (b) defining “interstate commerce,” and paragraph (c) defin- 
ing “department” should be deleted. A definition designating the state official, board 
or department charged with the enforcement of the state act should be substituted 
for paragraph (c). 

5. Chapter III, §301. This section defines the acts prohibited by the statute. All 
the paragraphs of this section could be used as written with exception of paragraphs 
(a) and (d). These paragraphs should be amended to read so as to prohibit “the 
manufacturing, keeping, having, selling or offering for sale, or bringing into the 
State.” A new paragraph should be added providing for articles embargoed or 
quarantined. 

6. Chapter III, §303. This section provides for penalties. This of course should be 
included, but the penalties should be left to the discretion of each state legislature. 
This section also provides for an exemption from penalty when a guaranty or under- 
taking can be established. This section should be included in the state law. 

7. Chapter III, §304. This section provides for the seizure of food, drugs, devices, 
or cosmetics that are adulterated or misbranded. A similar provision should be in- 
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cluded in the state law following the principles of this section, but it should also 
provide for the immediate condemnation and destruction of unwholesome food unfit 
for human consumption, and drug or cosmetic products that are actually dangerous 


to life. 

8. Chapter III, §307. The name of the enacting state should be substituted for “the 
United States” in this section. 

9. Chapter V, §505. This section prescribes the procedure whereby producers of 
“new drugs” shall make application for the introduction of such drugs into com- 
merce, the information to be filed therewith, the grounds for refusing the application, 
and the judicial review of the Secretary’s order. In lieu of this section in the Federal 
Act, the substitution of the following, briefer section is suggested: 


“Section 505(a) No person shall sell, deliver, offer for sale, hold for sale, or give away 
any new drug, unless (1) an application with respect thereto has become effective under 
Section 505 of the Federal Food, Drug, and Cosmetic Act, or (2) when not subject to the 
Federal Food, Drug, and Cosmetic Act, unless such drug has been tested and has not 
been found to be unsafe for use under the conditions prescribed, recommended, or sug- 
gested in the labeling thereof, and prior to selling or offering for sale such drug, there 
has been filed with the [designated official] an application setting forth (a) full reports of 
investigations which have been made to show whether or not such drug is safe for use; 
(b) a full list of the articles used as components of such drug; (c) a full statement of the 
composition of such drug; (d) a full description of the methods used in, and the facilities 
and controls used for, the manufacture, processing, and packing of such drug; (e) such 
samples of such drug and of the articles used as components thereof as the [designated 
official] may require; and (f) specimens of the labeling proposed to be used for such drug. 

(b) An application provided for in subsection (a)(2) shall become effective on the 
6oth day after the filing thereof, except that if the [designated official] finds after due 
notice to the applicant and giving him an opportunity for a hearing, that the drug is not 
safe for use under the conditions prescribed, recommended or suggested in the proposed 
labeling thereof, he shall, prior to the effective date of the application, issue an order 
refusing to permit the application to become effective. 

(c) A drug dispensed on a written prescription signed by a physician, dentist, or 
veterinarian (except a drug dispensed in the course of the conduct of a business of dis- 
pensing drugs pursuant to diagnosis by mail), shall be exempt from the requirements of 
Section 505 if—(1) such physician, dentist, or veterinarian is licensed by law to administer 
such drug, and (2) such drug bears a label containing the name and place of business of 
the dispenser, the serial number and date of such prescription, and the name of such 
physician, dentist, or veterinarian. 

(d) The [designated official] shall promulgate regulations for exempting from the 
operation of this section drugs intended solely for investigational use by experts qualified 
by scientific training and experience to investigate the safety of drugs and labeled “For 
Investigational Use Only.” 


10. Chapter VII, §701. This section authorizes the Secretary to promulgate regula- 
tions for the enforcement of the Act, provides for hearings thereon, and prescribes a 
special proceeding for the judicial review thereof. It is suggested that the special 
review proceeding be deleted in the state act, leaving the regulations to be reviewed 
in the state courts in accordance with the principles of judicial review of administra- 
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tive action developed in each enacting state. In addition to formal changes, it is 
further suggested that the following changes be made in this section: 

(a) Delete paragraph (b) dealing with regulations relating to imports, paragraph 
(c) relating to the official conducting hearings, and paragraph (d) relating to stand- 
ards contained in other federal laws. 

(b) Add a new paragraph (b) reading as follows: “(b) The purpose of this Act 
being to promote uniformity with the Federal Food, Drug, and Cosmetic Act, the 
[designated official] is hereby authorized to adopt, insofar as applicable, the regula- 
tions from time to time promulgated by the Secretary of Agriculture of the United 
States under the Federal Food, Drug, and Cosmetic Act.” 

(c) Revise the first part of paragraph (e), dealing with hearings on regulations, 
to read as follows: “(c) Except to the extent that the [designated official] adopts 
the applicable regulations from time to time promulgated by the Secretary of Agri- 
culture of the United States under the Federal Food, Drug, and Cosmetic Act, the 
[designated official] or such officer or employee as he may designate for the purpose, 
shall hold a public hearing.” 

(d) Delete the exception clause from paragraph (e) relating to the time of hear- 
ings on regulations under Section 404(a). 

(e) Revise paragraph (g) to read as follows: “(d) A certified copy of the tran- 
script of the record and proceedings under subsection (c) shall be furnished by the 
[designated official] to any interested party at his request, and payment of the costs 
thereof, and shall be admissible in any criminal, libel for condemnation, or other 
proceeding arising under or in respect to this Act.” 

11. Chapter VIII. This chapter deals with exports and imports, a matter under 
exclusive federal jurisdiction, and hence it should be deleted. 

12. Chapter IX, §902. This section deals with the effective date of the Act and 
with repeals. Its revision would depend on the nature of other legislation in the 
enacting state relating to food, drugs, and cosmetics. In this chapter a new section 
reading as follows should be inserted: 

“This Act and the promulgations hereunder shall be so interpreted and construed 
as to effectuate its general purpose to enact state legislation uniform with the Federal 


Act.” 
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Act, 18-19, 91, 139-140; history of provisions for 
control of, in FD&C bills summarized, 23-24; 
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* As used in this index, the abbreviation “FTC” 


refers to the Federal Trade Commission; “FD&C 
Act,” to the Food, Drug, and Cosmetic Act of 1938; 
“F&D Act,” to the Food and Drug Act of 1906; 
“F&DA,” to the Food and Drug Administration; and 
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Davis, Ewin L. 
FTC Comm’r, submitted amendments to FD&C 
bill, 12; praised in debate on S. 5 (1935), 17. 

DEvIcEs 
therapeutic, defined in FD&C Act, 31. See ADVER- 
TisINGc, DruG MIsBRANDING. 
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defects of F&D Act as to, of “official” drugs, 32- 
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jections to, 116-117, constitutionality of, ques- 
tioned, 117-118; arising from insanitary ingre- 
dients, conditions of processing, injurious con- 
tainers, or use of uncertified coal-tar colors, 34. 
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false or misleading labeling defined, 34; problem 
of therapeutic claims under FD&C bills and Act, 
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thereby, 123-124; problem of claims for palliatives 
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30-31, 89-90, 141-143. 
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remedy of injunction, 85; exclusion of import pro- 
ceedings, 85-86; embargoes of foreign products, 
86-87; factory inspection, 87-88; voluntary sea- 
food inspection, 88; emergency permit control, 
30-31, 89-90; publicity by notices of judgment and 
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in courts, 95-96; procedure of, in false advertising 
cases, before W-L Act, 103-106, under W-L Act, 
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116; effective date of, 130, 143. 
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25; emphasis upon, in FD&C Act, 113, 145; im- 
portance of, to consumers, 145, 153-154. 
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settled by W-L Act, 18-19; bills to control new 
drugs introduced, 20; judicial review amendments 
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of later FD&C bills, 22; evolution of judicial re- 
view provisions, 46-48; activities of national 
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perience under, as indicative of operation of judi- 
cial review provisions of FD&C Act, 56-62, 136- 
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Rep., quoted in debate on S. 5, 17. 
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states enacting special*laws for control of, 170. 
Morgan v. Nolan, 60, 61, 62 
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as major issue, in FD&C bills’ history, 13; Bailey 
Amendments restricting, 16; restrictions on, in 
FD&C Act, 22, 82-83. 


New Drucs 
provision for control of, due to Elixir Sulfanilamide 
tragedy, 20, 119, 148; “new drug” defined in 
FD&C Act, 32, in regulations, 119-120; procedure 
for control of, under FD&C Act, 40, 119; difficult 
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promulgate, 9; granting exemptions from labeling 
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standards, 25-26, 131-136, tolerances for unavoid- 
able poisonous food ingredients, 27, standards of 
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Roosevett, F. D. 
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SEAFoop AMENDMENT 

inspection service under, 88-89. 
SEIZURES 
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State FD&C LecIsLaTIon 
need for uniform, similar to federal FD&C Act, 
165-167; attitude of state enforcement officials to- 
ward need for new, 167; scope of existing, 167; 
power to issue regulations and standards under, 
167-169; control of narcotics, hypnotics, and mari- 
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State v. Emery, 118. 
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venue of seizure actions, 16. 
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